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Title  45 — Public  Welfare 

SUBTITLE  A— DEPARTMENT  OF  HEALTH, 

EDUCATION.  AND  WELFARE.  GENERAL 

ADMINISTRATION 

PART  19 — UMITATIONS  ON  PAYMENT  OR 
REIMBURSEMENT  FOR  DRUGS 

On  November  15,  1974,  there  was  pub¬ 
lished  in  the  Federal  Register  (39  FR 
40302)  a  proposed  amendment  to  Sub¬ 
title  A  of  Title  45  of  the  Code  of  Federal 
Regulations.  The  proposed  amendment 
adding  a  new  Part  19  to  Subtitle  A  of 
Title  45  Vould  limit;  (a)  Reimbursement 
for  prescribed  drugs  to  providers  and 
health  malntensince  organizations  imder 
the  Medicare  program;  (b)  reimburse¬ 
ment  for  prescribed  drugs  to  States  im- 
der  State  administered  healtli,  welfare, 
and  social  service  programs;  (c)  the 
amount  which  may  be  charged  to  Public 
Health  Service  projects  funds  for  pre¬ 
scribed  drugs;  and  (d)  the  amoimt  of 
payment  for  drugs  purchased  directly  by 
the  Department. 

Interested  persons  were  invited  to  sub¬ 
mit  comments  on  the  proposal  within  60 
days  of  its  publication.  The  comment 
period  was  extended  an  additional  30 
days  by  notice  in  the  Federal  Register 
(40  FR  2707) .  More  than  2,600  comments 
were  received  covering  virtually  every 
aspect  of  the  proposal.  These  comments 
are  from  Individuals,  consumer  groups, 
medical  associations  and  organizations, 
State  health  agencies  and  associations, 
pharmaceutical  manufacturers  and 
wholesalers,  pharmaceutical  associations 
and  organizations,  and  agencies  of  the 
Federal  Government. 

Many  comments  applaud  the  Secre¬ 
tary’s  effort  to  curtail  Federal  expendi¬ 
tures  for  i»‘escribed  drugs  consistent  with 
a  high  standard  of  care  but  criticize  sub¬ 
stantive  provisions  of  the  pr(qx>sal  and 
reccxnmend  that  numerous  changes  be 
made.  Many  other  ccmunents  oppose  the 
Secretary’s  pngx)sal.  asserting  that  the 
pr(^>osal  as  well  as  its  policy  is  linwar- 
ranted  and  unacceptable.  A  few  com¬ 
ments  favor  the  pr(H>osal  as  published 
In  the  Federal  Register.  The  comments 
and  recommendations,  and  the  Secre¬ 
tary’s  conclusion  in  light  of  them,  are 
set  out  below. 

General  Policy  and  Organization 
OF  THE  Final  Regulation 

1.  The  Maximum  Allowable  Cost,  or 
MAC.  regulation  establishes  a  mecha¬ 
nism  to  limit  reimbursement  or  payment 
for  prescribed  drugs  furnished  imder 
Federally  subsidized  health  care  pro¬ 
grams,  and  for  prescribed  drugs  pur¬ 
chased  dlrecUy  by  the  Department,  as 
a  matter  of  Departmental  policy.  It  does 
not  fix  the  actual  amoimt  of  reimburse¬ 
ment  or  payment;  rather,  it  is  general  in 
nature,  establishing,  in  its  final  form, 
three  parameters  limiting  recognizable 
amounts  of  reimbursement  or  payment 
for  such  drugs.  These  parameters  are  (1) 
the  maximum  allowable  cost  (MAC)  of 
the  drug,  if  any,  plus  a  reasimable  dis¬ 
pensing  fee,  (2)  the  acquisition  cost  of 
the  drug  plus  a  reasonable  dispensing 
fee,  and  (3)  the  provider’s  usual  imd  cus¬ 


tomary  charge  to  the  general  public  for 
the  drug. 

2.  Separate  and  more  detailed  Im¬ 
plementing  regulations  are  being  pub¬ 
lished  by  the  Social  and  Rehabilitation 
Service,  the  Social  Security  Administra¬ 
tion,  and  the  Public  Health  Service. 
These  regulations  reflect  Individual  pro¬ 
gram  requirements  consistent  with  pro¬ 
gram  authorizing  legislation.  Should 
such  authorizing  legislation  or  the  pro¬ 
gram’s  implementing  regulations  (or  re¬ 
imbursement  or  payment  policies)  pro¬ 
vide  for  a  lower  rate  of  reimbursement 
or  payment  than  the  MAC  regulation, 
the  lower  program  rate  controls  any  ac¬ 
tual  payment. 

3.  As  noted  in  the  preamble  of  the  pro¬ 
posed  MAC  regulation,  the  Department 
plans  to  develop  a  simple  and  convenient 
format  for  commimlcating  comparative 
drug  price  information  to  prescribers 
and  providers.  ’This  Intention  is  reiter¬ 
ated.  It  is  believed  that  disseminating 
such  information  will  promote  cost-con¬ 
sciousness  and  economy  in  prescribing, 
and  in  turn  will  result  in  additiixial  cost 
savings. 

4.  Under  the  prc^xised  MAC  regulation 
the  amount  to  be  recognized  for  reim¬ 
bursement  or  pasmient  for  prescribed 
drugs  furnished  in  Federally  funded 
health  care  programs  is  limit^  to  the 
cost  of  the  drug  plus  a  reasonable  dis¬ 
pensing  fee.  Cost,  as  determined  in  ac¬ 
cordance  with  section  19.3(b)  of  the  pro¬ 
posed  regulation,  is  “actual  acquisition 
cost”  or  for  each  multiple-source  drug 
for  which  a  maximum  allowable  cost 
(MAC)  has  been  established,  the  lower 
of  (1)  the  MAC  or  (2)  the  actual  ac¬ 
quisition  cost  plus,  if  the  drug  is  provided 
on  an  outpatient  basis,  25  percent  of  the 
amount  by  which  the  MAC  exceeds  the 
acquisition  cost.  Reimbursement  or  pay¬ 
ment  is  not  based  mi  the  MAC  limit  un¬ 
der  the  proposed  regulation,  however,  if 
a  partfcular  brand  of  a  multiple-source 
drug  is  prescribed  for  a  patient,  and  the 
prescriber  has  certified  in  writing  that 
the  prescribed  brand  is  the  only  brand 
of  that  drug  which  will  be  effective  for, 
or  can  be  tolerated  by,  the  patient. 

Maximum  allowable  cost  determina¬ 
tions  are  made  by  the  Pharmaceutical 
Reimbursement  Board  in  accordance 
with  the  procedures  outlined  in  section 
19.5  of  the  proposed  regulation.  The 
Board  is  established  in  the  Office  of  the 
Assistant  Secretary  for  Health  and  con¬ 
sists  of  five  full  time  Department  em¬ 
ployees  representing  the  principal  pro¬ 
gram  areas  Involved  in  developing  and 
implementing  cost  determinations.  As 
proposed,  the  Board’s  main  functions  are 
to:  (1)  Identify  those  multiple- 

source  drugs  for  which  significant 
amounts  of  Federal  dollars  are  being 
expended  and  for  which  formulators  or 
labelers  charge  significantly  different 
prices;  (2)  determine  the  lowest  unit 
price  at  which  those  drugs  are  available 
on  a  national  and,  when  appropriate, 
local  basis;  (3)  publish  all  proposed  MAC 
determinations  in  the  Federal  Register 
and  invite  interested  persons  and  orga¬ 
nizations  to  submit  comments  on  each 


proposal;  (4)  consider  those  comments 
received  and,  if  an  Informal  hearing  is 
held  in  accordance  with  section  19.5(g) 
as  proposed,  the  hearing  record;  (5)  de¬ 
termine  whether  a  MAC  should  be  estab¬ 
lished  for  each  drug  for  which  a  notice 
of  a  proposed  MAC  is  published;  (6)  pub¬ 
lish  a  notice  of  final  MAC  determinations 
in  the  Federal 'Register;  and  (7)  regu¬ 
larly  review  all  MAC-listed  drugs  to  as¬ 
sure  that  continued  application  of  each 
MAC  is  Justified. 

Food  and  Drug  Administration  advice 
is  sought  by  the  Board  prior  to  making 
any  MAC  determinations  for  its  assur¬ 
ance  that  present  Food  and  Drug  Ad¬ 
ministration  resrulatory  control  will  as¬ 
sure  the  safety,  effectiveness,  and  quality 
of  all  MAC-listed  drugs.  As  proposed, 
section  19.5(b)  requires  the  Food  and 
Drug  Administration  to  submit  a  writ¬ 
ten  statement  to  the  Board  advising  the 
Board  of  any  pending  or  anticipated  reg¬ 
ulatory  activity  that  would  warrant  de¬ 
lay  in  establishing  a  MAC  for  any  drug 
which  the  Board  Identified  as  a  potential 
MAC  candidate.  In  the  absence  of  a  state¬ 
ment  from  the  Food  and  Drug  Adminis¬ 
tration  advising  delay,  the  Board  may 
proceed  to  establish  a  MAC  for  the  drug. 

TThe  Pharmaceutical  Reimbursement 
Board  is  also  advised  by  the  Pharmaceu¬ 
tical  Reimbursement  Advisory  Commit¬ 
tee  in  accordance  with  section  19.5(d)  of 
the  proposed  regulation.  The  Committee, 
establi^ed  under  section  19.4  as  pro¬ 
posed,  consists  of  nine  members  who  are 
not  full  time  employees  of  the  U.S.  Gov¬ 
ernment,  representing  the  areas  of  phar¬ 
macy,  pharmsicology,  medicine,  pharma¬ 
ceutical  marketing,  public  health,  and 
consumer  affairs.  Its  function  is  to  ad¬ 
vice  the  Board  on  the  appropriateness  of 
all  proposed  MAC  determinations,  and 
upon  request,  to  advise  the  Board  and  the 
S^retary  on  matters  relating  to  general 
Departmental  policies  and  procedures  in 
reimbursing  for  or  paying  the  cost  of 
drugs  used  in  Departmentally  funded 
programs. 

’The  Secretary  notes  that  a  brief  synop¬ 
sis  of  the  proposed  regulation’s  provi¬ 
sions  is  additionally  included  in  the  first 
paragraph  of  each  section  by  section 
analysis  of  the  comments  received  on  the 
proposal.  Paragraphs  75  and  77  also  in¬ 
clude  a  brief  explanation  of  the  25  per¬ 
cent  Incentive  provision  and  the  physi¬ 
cian  certification  requirement  in  section 
19.3(b)  of  the  proposed  regulation  to  in¬ 
troduce  the  comments  received  on  those 
aspects  of  the  proposal. 

General  Comments 

5.  Many  comments  suggest  that  the 
Secretary’s  MAC  initiative  is  premature 
and  unjustified  because  the  Food  and 
Drug  Administration  is  unable  to  assure 
the  relative  quality,  bioequivsdence,  and 
thereapeutic  interchangeability  of  chem¬ 
ically  equivalent  drug  products.  As  sup¬ 
port  for  this  proposition,  several  com¬ 
ments  cite  the  conclusion  of  the  1974 
Report  of  the  Office  of  Technology  As¬ 
sessment  that:  “current  standards  and 
regulatory  practices  do  not  assure  bio¬ 
equivalence  for  drug  products  •  •  •, 
(and)  present  compendial  standards  and 
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guidelines  for  current  Good  Manufactur¬ 
ing  Practices  do  not  assure  quality  and 
uniform  bloavallablllty  for  drug  prod¬ 
ucts.” 

Other  comments  assert  that  the  pro¬ 
posed  regulation  violates  sections  1902(a) 
(19).  1902(a)  (22)  (D).  and  1902(a)  (30) 
of  the  Social  Security  Act,  42  U.S.C.  1396 
a(a)(19).  1396a(22)(D).  and  1396a(a) 
(30),  and  section  402(a)(1)(A)  of  the 
Social  Security  Amendments  of  1967,  42 
U.S.C.  1395b-l(a)(l)(A).  Proponents  of 
this  view  suggest  that  these  sections 
(basically  requiring  efficiency  and  econ¬ 
omy  consistent  with  quality  care  imder 
certain  Federally  subsidized  health  care 
programs)  are  violated  because  of  al¬ 
leged  differences  in  bioavallabllity  among 
chemically  equivalent  drug  products,  and 
because  Food  and  Drug  Administration 
regulatory  procedures  allegedly  do  not 
provide  assurances  of  quality  or  equiva¬ 
lency  for  drug  products  regardless  of 
Source. 

Still  other  comments  question  whether 
the  Secretary’s  decision  to  Issue  a  MAC 
regulation  has  a  rational  basis  and  Is  not 
arbitrary  or  capricious  In  light  of  the 
state  of  scientific  knowledge  concerning 
the  quality  and  bioavallabllity  of  chemi¬ 
cally  equivalent  drug  products. 

The  l^retary  concludes  that  the  Food 
and  Drug  Administration’s  regulatory 
control  activities  will  assure  the  quality, 
bloequlvalence,  safety,  and  effectiveness 
of  MAC-listed  drugs.  Accordingly,  the 
Secretan^  concludes  that  the  decision  to 
issue  a  MAC  regulation  has  a  rational 
basis  In  light  of  existing  evidence  of 
quality  and  bioavallabllity  among  chemi¬ 
cally  equivalent  drug  products,  and  that 
the  MAC  regulation  Is  consistent  with 
sections  1902(a)  (19).  1902(a)  (22)  (D) , 
and  1902(a)  (30)  of  the  Social  Security 
Act,  and  section  402(a)  (1)  (A)  of  the  So¬ 
cial  Security  Amendments  of  1967. 

’The  Secretary  further  concludes  that 
the  findings  and  recommendations  of  the 
Drug  Bioequivalence  Study  Panel  of  the 
Office  of  Technology  Assessment  do  not 
justify  delay  In  Issuing  the  MAC  regula¬ 
tion.  The  Department  has  studied  the 
Panel’s  report  and  has  commented  on 
each  Panel  conclusion  in  testimony  pre¬ 
sented  before  the  Subcommittee  on 
Health  of  the  U.S.  Senate  Committee  on 
Labor  and  Public  Welfare.  (A  copy  of 
the  hearing  record  is  on  display  in  the 
Office  of  the  Hearing  Clerk,  FDA,  Room 
4-65,  5600  Fishers  Lane,  Rockville,  Mary¬ 
land  20852). 

Since  1907,  the  Food  and  Drug  Admin¬ 
istration  and  its  predecessor  agencies 
have  been  concerned  with  assuring  the 
quality  of  the  drug  supply  in  this  coun¬ 
try.  From  time  to  time  Issues  about  drug 
effectiveness  and  drug  quality  have 
arisen  and  have  been  resolved  and  ap¬ 
propriate  regulatory  action.  Regulatory 
control  of  drugs  *is  an  ongoing  process 
which  is  never  completed  and  can  never 
be  regarded  as  perfect.  The  Secretary  Is 
unaware  of  any  evidence  that  any  drug 
on  the  market  today  is  of  perfect  quality, 
which  cannot  be  improved. 

To  assure  that  the  Nation’s  drug  sup¬ 
ply  is  of  high  quality,  existing  Food  and 
Drug  Administration  regulations  require 


that  all  drugs  be  manufactured  in  com¬ 
pliance  with  current  Good  Manufactur- 
ing  Practice,  as  spelled  out  In  21  C7FR 
210  and  211.  Those  regulations  specify 
the  basic  standards  which  drug  manu¬ 
facturers  must  adhere  to  in  order  to  con¬ 
trol  their  production  operations.  The  reg¬ 
ulations  are  now  In  the  process  of  being 
amended  and  Improved,  a  process  that 
will  continue  for  the  foreseeable  future. 

Among  the  regulations’  principal 
changes  will  be  the  requirements  that: 
manufacturing  control  operations  be  de¬ 
scribed  in  written  procedures;  appropri¬ 
ate  statistical  sampling  techniques  be 
followed  in  quality  control  testing;  a 
quality  control  unit  be  established  whose 
director  reports  to  management  Inde¬ 
pendent  from  those  responsible  for  pro¬ 
duction;  and,  that  all  ding  product  labels 
carry  an  expiration  date.  A  new  sanita¬ 
tion  section  also  will  be  added,  and  a 
provision  will  be  Included  to  prohibit 
penicillin  contamination  of  nonpenicillin 
products.  Specific  Good  Manufacturing 
Practice  regulations  also  are  being  de¬ 
veloped  for  i^ieclfic  t3T>es  of  drug  prod¬ 
ucts  (e.g.,  parenterals,  radio  pharmaceu¬ 
ticals  and  medical  gases)  and  for  manu¬ 
facturers  of  bulk  drugs  and  for  repackers 
and  relabelers. 

Other  Food  and  Drug  Administration 
regulatory  procedures  provide  further 
assurances  of  drug  quality.  Drug  firms 
are  in^>ected  by  the  Food  and  Drug  Ad¬ 
ministration,  Including  review  of  ’  the 
firm’s  quality  control  records,  as  required 
by  the  Federal  Food,  Drug,  and  Cosmetic 
Act,  to  determine  whether  the  firm  is 
operating  in  compliance  with  Good  Man¬ 
ufacturing  Practice  regulations.  The 
Food  and  Drug  Administration’s  Drug 
Product  Surveillance  Program  Is  de¬ 
signed  to  determine  whether  marketed 
drugs  conform  to  compendial  standards 
or  standards  established  in  new  drug  iq}- 
plications.  Where  surveillance  activities 
disclose  problems  affecting  an  entire 
class  or  type  of  drug,  specific  intensive 
programs  of  Inspection  and  surveillance 
are  established.  A  product  Defect  Re¬ 
porting  System  established  by  the  I"ood 
and  Drug  Administration  In  1970  relies 
on  practicing  pharmacists  in  hospitals 
and  in  community  pharmacies  to  report 
defects  such  as  deformed  tablets,  leaky 
vials,  and  cloudy  solutions  to  the  United 
States  Pharmacopeia  and  to  the  Food 
and  Drug  Administration. 

It  is  in  light  of  these  regulations  and 
regulatory  procedures,  and  on  the  basis 
of  the  Food  and  Drug  Administration’s 
experience  in  monitoring  the  quality  of 
the  Nation’s  drug  supply,  that  the  Secre¬ 
tary  concludes  that  there  is  adequate 
evidence  that  the  vast  majority  of  drugs 
marketed  in  this  country  are  of  an  ac¬ 
ceptable  quality  for  patient  care.  Only  a 
small  fraction  of  brand  name  and  generic 
name  drugs  have  been  subject  to  regula¬ 
tory  action,  contrasted  with  the  vast 
majority  that  have  been  marketed  with¬ 
out  any  evidence  of  a  lack  of  acceptable 
quality.  Moreover,  there  is  no  credible 
evidence  that  generic  name  drugs  have 
been  subject  to  mcm  frequent  regulatory 
action  or  are  generally  of  a  lower  quality 
than  brand  name  drugs.  The  Secretary 


has  filed  with  the  Hearing  Clerk  infor- 
maticm  complied  by  the  F(x)d  and  Drug 
Administration  with  respect  to  recalls 
and  seizures  of  drug  products  during 
fiscal  year  1973  and  1974.  These  actions 
demonstrate  a  relatively  insignificant 
problem,  considering  the  large  number 
of  drugs  marketed  in  this  coimtry,  and 
fail  to  show  that  generic  name  drugs 
accoimt  for  a  larger  proportion  of  drug 
quality  problems  than  brand  name  drugs. 
Thus,  it  is  reasonable  to  conclude  that  by 
far  the  majority  of  the  drugs  on  the  mar¬ 
ket  today  do  meet  all  legal  requirements 
for  quality,  and  that  of  those  which  do 
not,  there  is  an  equal  chance  that  It  may 
be  a  brand  name  or  a  generic  name  drug 
product. 

Data  establishing  bloequlvalence 
among  pharamaceutical  equivalents  or 
alternatives  are  required  whenever  there 
is  a  good  reason  to  believe  that  such 
bloequlvalence  Is  lacking.  For  those  drugs 
for  which  any  bloequlvalence  or  special 
manufacturing  problem  Is  known  or  sus¬ 
pected,  pre-market  approval  of  a  full  or 
abbreviated  new  drug  application  Is  re¬ 
quired  which  includes  full  review  of 
manufacturing  controls  and  procedures 
as  well  as  adequate  proof  of  drug  effec¬ 
tiveness.  The  Food  and  Drug  Adminis¬ 
tration’s  proposed  bioavallabllity  regula¬ 
tions  published  In  the  Federal  Register 
of  Jime  20,  1975  (40  FR  26157)  contain 
methods  and  procedures  for  determining 
a  drug  product’s  bioavallabllity.  Includ¬ 
ing  requiring  specific  bloavallablllty  data 
in  an  original  new  drug  application  for  a 
drug  product  containing  a  new  chemical 
entity  as  an  active  Ingredient,  and  in 
supplements  to  approved  new  drug  appli¬ 
cations,  if  'the  supplement  concerns  a 
significant  change  in  product  formula¬ 
tion  and  such  data  are  necessary  to 
determine  safety  and  effectivenesss  of 
the  reformulated  product.  The  Commis- 
sicxier  of  Food  and  Drugs  has  also  pro¬ 
posed  procedures,  as  a  separate  reg^a- 
tlon  published  In  the  Federal  Registee  of 
June  30,  1975  (40  FR  26164),  to  Identify 
specific  products  for  which  a  bloequlv¬ 
alence  reguirement  should  be  estab¬ 
lished  and  Food  and  Drug  Administra¬ 
tion  procedures  to  establish  a  bioequlva- 
lence  requirement  for  specific  drug  prod¬ 
ucts  or  class  of  drug  products. 

Accordingly,  the  Secretary  disagrees 
with  assertions  that  the  MAC  initiative 
is  premature  and  unjustified,  that  the 
decision  to  issue  the  MAC  regulation 
lacks  a  rational  basis,  and  that  the  MAC 
regulation  violates  sections  1902(a)  (19), 
1902(a) (22) (D),  and  1902(a) (30)  of 
the  Social  Security  Act,  or  section  402(a) 
(1)(A)  of  the  Soci£d  Security  Amend¬ 
ments  of  1967.  Present  and  projected 
Food  and  Drug  Administration  regula¬ 
tory  control  procedures  assure  that  all 
MAC-listed  dnigs  will  be  both  safe  and 
effective. 

6.  One  comment  states  that,  by  issu¬ 
ing  the  MAC  regulation,  the  Secretary 
is  ignoring  the  General  Accounting  Of¬ 
fice’s  (GAO)  1973  rowrt  criticizing  the 
Food  and  Drug  Administration  for  fail¬ 
ing  to  inspect  drug  firms  according  to 
statutorily  prescribed  time  schedules,  and 
for  its  failure  to  follow-up  on  “critical” 
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violations  of  its  Good  Manufacturing 
Practice  regulations. 

The  Secretary  advises  that  all  of  the 
1973  GAO  report  recranmendations  have 
been  implemented.  Since  the  General 
Accounting  Office  issued  this  report,  the 
Food  and  Drug  Administration  has  taken 
steps  to  assure  that  drug  firm  inspections 
are  scheduled  and  imdertaken  according 
to  the  requirements  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act.  Additionally,  as 
disclosed  by  a  GAO  follow-up  audit,  the 
Food  and  Drug  Administration  has  con¬ 
sistently  acted  to  correct  problems  when 
“critical”  violations  of  its  Good  Manu¬ 
facturing  Practice  regulations  occur. 

7.  One  comment  requests  that  final 
publication  of  the  MAC  regulation  be 
deferred  imtil  all  manufacturers  are 
subject  to  the  same  manufactiuing 
standards  and  imtil  uniform  standards  of 
bioequivalence  are  established  and  po¬ 
tentially  bioinequivalent  drugs  are 
identified. 

The  Secretary  does  not  agree  that  all 
manufacturers  are  not  presently  subject 
to  identical  standards  of  drug  quality 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  and  the  Food  and  Drug  Admin¬ 
istration’s  implementing  regulations.  As 
noted  in  paragraph  5,  all  manufacturers 
are  subject  to  Food  and  Drug  Adminis¬ 
tration  regulatory  procedures  to  assure 
that  the  Nation’s  drug  supply  is  of  high 
quality,  safe,  and  effective.  Moreover,  as 
also  noted  in  paragraph  5,  current  Food 
and  Drug  Administration  regulatory  pro¬ 
cedures  require  premarket  approval  of 
a  full  or  abbreviated  new  drug  applica¬ 
tion  for  all  drugs  for  which  a  bioquiva- 
lence  problem  is  known  or  suspected. 

8.  One  comment  suggests  that  the 
MAC  regulaticm  encourages  “substitu¬ 
tion”  or  use  of  lower  cost  foreign  drugs 
not  subject  to  U.S.  quality  controls. 

The  Secretary  advises  that  Food  and 
Drug  Administration  regulations  pre¬ 
clude  importation  of  new  drugs  or  cer¬ 
tifiable  antibiotics  for  use  in  the  United 
States  unless  the  Food  and  Drug  Admin¬ 
istration  has  inspected  its  foreign  manu¬ 
facturers.  All  imported  drugs,  including 
finished  dosage  forms  (of  which  there  are 
few) ,  are  subject  to  examination  by  the 
Food  and  Drug  Administration.  Addi¬ 
tionally,  the  Food  and  Drug  Administra¬ 
tion  is  currently  considering  a  proposal 
which  will  require  foreign  firms,  desiring 
to  market  finished  dosage  form  drugs  in 
the  United  States,  to  request  inspection 
of  its  manufacturing  facilities  by  the 
Food  and  Drug  Administration;  or,  in 
those  countries  having  inspectional 
agreements  with  the  Food  and  Drug  Ad¬ 
ministration,  to  request  inspection  on 
behalf  of  the  Food  and  Drug  Adminis¬ 
tration. 

9.  Several  comments  suggest  that  the 
Secretary’s  initiative  to  establish  reim¬ 
bursement  or  payment  limits  on  the  cost 
of  prescribed  drugs  is  unwarranted  be¬ 
cause  Medicare  and  Medicaid  program 
expenditures  for  prescribed  drugs  are 
insignificant  in  comparison  to  the  pro¬ 
gram’s  exp^ditures  for  other  health  care 
services  and  because  prescribed  drug 
prices  have  been  relatively  stable. 


The  Secretary  disagrees  that  expendi¬ 
tures  for  drugs  under  Federally  funded 
health  care  programs  are  an  insignificant 
portion  of  overall  health  care  expendi¬ 
tures.  In  fiscal  year  1975  drug  expendi¬ 
tures  under  Medicaid  and  Medicare  are 
estimated  at  2.7  billion  dollars,  or  10  per¬ 
cent  of  total  costs  of  these  programs. 
These  figures  represent  an  Increase  of 
more  than  333  percent  over  the  past 
eight  years,  and  steady  increases  in  Fed¬ 
eral  dancing  for  pharmaceutical  serv¬ 
ices  suggest  that  this  figure  will  continue 
to  rise.  At  the  same  time,  despite  wide 
variations  in  prices  for  chemically  equiv¬ 
alent  drugs,  and  their  increasing  avail¬ 
ability.  most  drugs  being  dispensed  are 
the  more  costly  of  those  available.  And 
although  prescription  drug  prices  have 
been  relatively  stable  as  the  comment 
suggests,  there  has  been  a  similar  stabil¬ 
ity  in  the  differences  in  prices  at  which 
chemically  equivalent  drugs  are  sold.  In 
light  of  these  facts,  the  Secretary  believes 
that  programs  designed  to  take  advan¬ 
tage  of  multiple-spurce  drug  price  dif¬ 
ferences;  and,  to  maximize  potential 
savings  on  Departmental  expenditures 
for  prescribed  drugs  consistent  with 
quality  care,  are  not  only  warranted  but 
are  necessary  to  the  efficient  and  effective 
administration  of  Departmental  respon¬ 
sibilities. 

10.  Many  comments  question  the  eco¬ 
nomic  feasibility  of  the  MAC  initiative. 
A  number  of  comments  suggest  that  the 
MAC  program  will  not  yield  projected 
Departmental  savings.  Of  these  com¬ 
ments,  many  suggest  that  implementa¬ 
tion  of  the  MAC  program  will  involve 
administrative  costs  approaching  or  ex¬ 
ceeding  any  realized  savings.  Others  sug¬ 
gest  that  because  similar  State  programs 
are  experiencing  minimal  savings,  a 
nation-wide  MAC  program  will  not 
achieve  its  projected  economic  objectives. 
A  few  comments  allege  that  the  proposed 
regulation  violates  sections  1902(a)  (19) 
and  1902(a)  (30)  of  the  Social  Security 
Act.  42  U.S.C.  1396a(a)  (19)  and  1396a(a) 
(30)  and  section  402(a)(1)  (A)  of  the  So¬ 
cial  Security  Amendments  of  1967,  42 
U.S.C.  1395b-l(a)(l)(A).  These  com¬ 
ments  assert  that  these  sections  are  vio¬ 
lated  because  the  Department  has  not 
shown  by  experiment  or  demonstration 
project  tiiat  the  MAC  program  will  have 
the  effect  of  increasing  efficiency  and 
economy  in  the  provision  of  health  serv¬ 
ices  without  compromising  the  quality  of 
such  services,  and  because  the  MAC  pro¬ 
gram  allegedly  will  be  costly  to  adminis¬ 
ter  and  will  therefore  negate  any  poten¬ 
tial  Departmental  savings. 

The  Secretary  concludes  that  the  MAC 
reimbursement  program  will  realize 
significant  savings  although  it  is  unlikely 
that  the  program  will  yield  the  savings 
initially  projected  by  the  Department.  In 
November  1974  when  the  proposed  MAC 
regulation  was  published  for  comment, 
the  Department  expected  to  realize  maxi¬ 
mum  allowable  cost  savings  for  multiple- 
source  drugs  of  48.4  million  dollars.  This 
savings  estimate  is  based  upon  1972  and 

1973  drug  price  data.  Since  that  time, 

1974  drug  price  data  have  become  avail¬ 


able  and  have  been  analyzed  by  the  De¬ 
partment.  Based  upon  analysis  of  these 
data,  the  Department  estimates  that  a 
total  of  37.2  million  dollars  could  have 
been  saved  if  the  MAC  provision  of  the 
regulation  had  been  in  effect  during  all 
fiscal  year  1975. 

As  noted  and  more  fully  explained  in 
paragraph  67,  the  final  MAC  r^:ulation 
is  amended  to  limit  reimbursement  or 
payment  for  certain  prescribed  drugs  to 
the  “acquisition  cost”  of  the  drug  plus 
a  reasonable  dispensing  fee.  “Acquisition 
cost”  as  defined  in  the  final  regulation 
means  “the  price  generally  and  currently 
paid  by  providers  for  a  drug  marketed 
or  sold  by  a  particular  formulator  or 
labeler  in  the  package  site  of  drug  most 
frequently  purchased  by  providers.”  “Ac- 
quMtion  cost”  estimates  are  msule  by 
each  program  agency  for  each  drug  for 
which  it  reimburses  or  pays  a  provider  in 
accordance  with  section  19.3(b)  of  the 
final  regulation. 

The  Secretary  concludes  that  addi¬ 
tional  savings  will  be  realized  from  reim¬ 
bursement  or  payment  for  prescribed 
drugs  based  upon  “acquisition  cost”  plus 
disp>ensing  fee.  The  amoimt  of  savings 
is  difficult,  however,  to  forecast  because 
this  amount  is  dependent  upon  the  meth¬ 
ods  program  agencies  use  to  estimate  this 
cost.  The  Department  estimates  that  a 
nine  to  fifteen  percent  savings,  or  be¬ 
tween  23.1  million  and  38.4  million  dol¬ 
lars.  can  and  should  be  realized  on  total 
payments  for  drug  products.  As  also 
noted  in  paragraph  67,  the  Department 
will  make  available  drug  price  informa¬ 
tion  to  program  agencies  to  assist  agen¬ 
cies  in  making  acquisition  cost  estimates. 

The  Secretary  concludes  that  adminis¬ 
tration  of  the  MAC  and  acquisition  cost 
provisions  of  this  regulation  will  not  re¬ 
quire  massive  new  Federal  or  State  ex¬ 
penditures.  Because  the  administration 
of  the§e  provisions  will  be  added  to  exist¬ 
ing  health  programs  activities.  Federal 
and  State  administrative  expenditures 
will  reflect  only  incremental  costs.  It  is 
expected  that  approximately  4.9  million 
dollars  will  be  spent  during  the  first  year 
of  program  operation.  During  the  second, 
and  subsequent,  years  of  program  opera¬ 
tion,  this  figure  is  expected  to  decrease 
to  1.7  million  dollars.  Included  in  this 
estimate  are  the  new  and  additional 
auditing  expenditures  which  may  be  re¬ 
quired  by  States  and  by  fiscal  intermedi¬ 
aries  for  the  Medicare  program.  These 
expenditures  should  be  minimal,  how¬ 
ever.  because  the  administration  of  the 
MAC  and  acquisition  cost  provisions  will 
not  require  a  full  audit  of  all  hospitals 
and  pharmacies  on  an  annual  basis  to 
assure  effectiveness. 

While  the  Secretary  recognizes  that 
the  wisdom  of  the  MAC  initiative  may  be 
questioned  if.  as  alleged,  its  intended  eco¬ 
nomic  objectives  are  not  fully  realized, 
the  Secretary  disagrees  that  the  MAC 
regulation  would,  under  these  circum¬ 
stances,  violate  sections  1902(a)  (19)  and 
1902(a)  (30)  of  tiie  Social  Security  Act. 
F\irthermore,  the  Secretary  concludes 
that  section  402(a)(1)(A)  of  the  1967 
Social  Security  Amendments  authorizes. 
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but  does  not  require,  the  Department  to 
en^rasre  In  experiment  and  demonstration 
projects  for  the  pmpose  of  determining 
whether  existing  or  projected  Depart¬ 
mental  health  care  programs  will  be  effi¬ 
cient  and  economical  without  adversely 
affecting  the  provision  of  health  care 
services.  Accordingly,  the  Secretary  con¬ 
cludes  that  the  MAC  regulation  does  not 
violate  section  402(a)(1)(A)  of  the  So¬ 
cial  Security  Amendments  of  1967. 

11.  Many  comments  also  question  the 
MAC  initiative’s  economic  Impact.  Many 
comments  aigue*that  the  MAC  regula¬ 
tion  will  reduce  the  income  of  drug  firms 
and  thus  reduce  Federal  tax  revenues. 
Other  comments  argue  that  this  alleged 
reduction  in  income  will  discourage  drug 
research  and  development  because  drug 
firms  will  curtail  expenditures  for  such 
activities  in  reaction  to  the  MAC  reim¬ 
bursement  program.  Some  comments 
state  that  the  MAC  regulation  will  cause 
pharmacy  Inventory  costs  to  increase  as 
pharmacists  broaden  their  sources  of 
drug  supply  to  assure  that  a  significant 
variety  of  multiple-source  drugs  are  on 
hand  to  guarantee  full  reimbursement 
for  pharmaceutical  services.  These  in- 
crea^  costs,  according  to  this  view,  will 
ultimately  be  passed  on  to  consumers. 

The  SecretaiT  advises  that  the  Depart¬ 
ment  has  prepared  a  statement  which 
addresses  the  Issues  raised  in  these  com¬ 
ments.  The  Secretary  has  concluded  that 
the  MAC  regulation  does  not  have  an 
Inflationary  impact,  and  as  noted  in 
paragraph  10  above  will  cause  significant 
savings  to  be  realized. 

12.  Comments  suggest  that  programs 
designed  to  reduce  excessive  and  un¬ 
necessary  prescribing,  to  establish  a  na¬ 
tional  formulary  limited  to  preparations 
less  expensive  than  drugs  having  equiva¬ 
lent  therapeutic  effects,  to  Institute  a 
peer  review  system  to  monitor  prescrib¬ 
ing  and  dispensing  practices,  atid  to  dis¬ 
seminate  comparative  price  information 
to  physicians  would  save  more  money 
than  would  the  MAC  reimbursement 
program.  For  this  reason,  these  com¬ 
ments  suggest  that  programs  designed  to 
achieve  these  objectives  should  be  estab¬ 
lished  in  lieu  of  Uie  MAC  program. 

The  Secretary  agrees  that  savings,  as 
well  as  Improved  health  care,  can  be 
achieved  imder  a  number  of  those  sug¬ 
gested  programs.  The  Secretary  does  not 
agree,  however,  that  any  of  them  should 
be  established  in  lieu  of  the  MAC  pro¬ 
gram.  Hie  MAC  program  is  but  one  cost 
saving  method,  imd  its  implementation 
by  no  means  precludes  the  implementa¬ 
tion  of  other  cost  saving  programs.  De¬ 
partmental  efforts  should  be  directed  to¬ 
ward  de  . 'eloping  many  such  programs, 
consistent  with  quality  care  and  Depart¬ 
ment  authority,  and  should  not  be  di¬ 
rected  toward  the  develoinnent  of  one  or 
two  programs  at  the  exclusion  of  others. 

13.  A  comment  suggests  that  the  De¬ 
partment  should  conduct  a  pilot  project 
embodying  the  provisions  of  the  proposed 
regulation  prior  to  publishing  the  final 
MAC  regulation  in  order  to  determine 
the  workability  of  a  MAC  reimbursement 
program. 


The  Secretary  notes  that  several 
States  have  adopted  policies  incorporat¬ 
ing  one  or  more  of  the  major  provisions 
of  the  MAC  regulation  and  advises  that 
these  State  programs  were  carefully 
studied  by  the  Department  in  developing 
the  MAC  regulation.  Two  States,  Colo¬ 
rado  and  California,  have  presented  the 
results  of  their  programs  to  a  Congres¬ 
sional  committee.  Comments  on  the  De¬ 
partment’s  proposed  regulation  from 
these  States,  and  from  others  having 
similar  programs,  affirm  that  their  ex¬ 
perience  in  setting  cost  limits  on  reim¬ 
bursement  for  prescribed  drugs  has  been 
satisfactory.  The  Secretary  believes  that 
the  experience  of  these  States  demon¬ 
strates  th&  feasibility  of  a  MAC  program 
on  a  national  basis. 

14.  A  comment  suggests  that  the  price 
Information  program  described  in  the 
preamble  of  the  proposed  regulation 
should  be  deferred  imtU  studies  of  the 
program’s  cost-effectiveness  have  been 
completed.  Reference  to  cost-effective¬ 
ness  studies  is  made  in  Part  V  of  the  pro¬ 
posed  regulation’s  preamble,  which  addi¬ 
tionally  contains  a  description  of  the 
price  Information  program. 

The  Secretary  advises  that  cost-effec¬ 
tiveness  studies  will  not  be  limited  to  the 
price  Information  progrram.  Cost-effec¬ 
tiveness  studies  will  periodically  be  im- 
dertaken  by  the  Department,  diiring  and 
after  full  implementation  of  the  MAC 
regulation,  to  assure  that  both  the  price 
information  program  and  the  MAC  and 
acquisition  cost  programs  are  achieving 
intended  objectives. 

15.  A  comment  suggests  that  the  pro¬ 
posed  regxUation  be  withdrawn  and  that 
conferences  be  held  with  drug  suppliers, 
health  professionals.  State  governments, 
and  consumers  before  further  action  is 
taken  to  implement  the  MAC  program. 
Other  comments  request  a  public  hear¬ 
ing  on  the  proposed  regulation. 

The  Secretary  advise»  that  since  De¬ 
cember  1973,  when  the  Department  first 
annoimced  its  intention  of  proposing  a 
MAC  regulation,  numerous  meetings 
have  been  held  with  representatives  of 
the  pharmaceutical  industry,  profes¬ 
sional  medical  and  pharmaceutical  as¬ 
sociations.  consumers,  state  health  agen¬ 
cies  and  organizations.  Congressional 
staffs,  and  with  other  agencies  of  the 
Federal  government.  Moreover,  the  pro¬ 
posed  MAC  regulation  has  been  pre¬ 
sented  and  discussed  at  several  Congres¬ 
sional  hearings,  and  has  received  wide 
press  coverage.  Public  response  to  the 
proposal  has  been  unusually  large,  the 
Department  receiving  fas  noted  earlier) 
more  than  2,600  comments  addressing 
every  aspect  of  the  proposed  regulation. 
As  also  previously  noted,  to  accommo¬ 
date  the  public’s  Interest  in  the  proposal, 
the  comment  period  on  the  proposed 
MAC  regulation  was  extended.  The  Sec¬ 
retary,  therefore,  believes  that  little 
would  be  gained  by  withdrawing  the 
proposed  regulation  for  further  confer¬ 
ences  or  by  holding  a  public  hearing 
prior  to  issuing  final  regifiation. 

16.  Comments  question  the  proposed 
MAC  regulation  in  light  of  state  “anti¬ 


substitution  laws’’  which  require  phar¬ 
macists  to  dispense  the  specific  brand 
of  drug  ordered  by  the  prescrlber.  Many 
comments  ask  whether  the  MAC  regu¬ 
lation  will  supersede  or  contravene  such 
laws.  Others  ask  whether  pharmacists 
will  be  reimbursed  for  otherwise  non¬ 
reimbursable  costs  where  a  brand-name 
prescription  is  honored  as  required  by 
State  law.  and  the  attending  physician 
has  not,  or  will  not,  certify  the  brand’s 
medical  necessity. 

’The  Secretary  concludes  that  the  MAC 
regulation  neither  supersedes  nor  c(m- 
travenes  State  “anti-substitution  laws.’’ 
The  regulation  does  not  authorize  or  re¬ 
quire  pharmacists  to  dispense  drugs  in 
violation  of  State  law.  Where  required 
by  State  law,  prescriptions  must  be  filled 
as  written  by  the  prescribers,  the  MAC 
regiilation  notwithstanding. 

Should  a  brand-name  prescription  be 
honored  in  light  of  State  “anti-substitu¬ 
tion  laws’’  and  in  the  absence  of  a  doc¬ 
tor’s  certification,  reimbursement  is  lim¬ 
ited  to  a  maximum  allowable  cost  as  de¬ 
termined  in  accordance  with  the  MAC 
regulation.  Prior  to  filling  an  uncertified 
brand-name  prescription,  a  idiarmacist 
may  ask  the  prescribing  physician  either 
to  authorize  substitution  or  to  certify 
the  brand’s  medical  necessity  to  assure 
that  reimbursement  or  payment  for  dis¬ 
pensing  the  brand-name  Droduct  will  not 
be  based  on  the  MAC  limit. 

17.  One  comment  suggests  that  the 
proposed  MAC  regulation  places  an  un¬ 
due  financial  burden  on  small  communi^ 
hospitals  because  these  hospitals,  unlike 
larger  teaching  hospitals,  have  little  in¬ 
fluence  on  the  prescribinjar  Judgments  of 
staff  physicians.  Proponents  of  this  view 
believe  that  these  hospitals  would  be  im- 
fairly  penalized  by  limiting  reimburse¬ 
ment  for  the  cost  of  drugs  if  a  hospital 
were  required  to  dispense  a  higher  priced 
brand  name  drug  product  because  a  staff 
physician  refused  or  failed  to  authorize 
substitution  or  to  provide  the  appropri¬ 
ate  certifleation.  For  this  reason,  the 
comment  urges  that  the  proposed  regu¬ 
lation  be  revised  in  its  final  form  either 
to:  (1)  preempt  State  anti-substitution 
laws  and  authorize  providers  to  fill 
brand-name  prescriptions  with  generic 
equivalents  unless  the  physician  affirma¬ 
tively  signifies  that  such  substitution  is 
not  authorized,  or  (2)  allow  providers 
to  be  reimbursed  for  the  cost  of  the  pre¬ 
scribed  brand-name  drugs  they  dispense, 
recouping  any  difference  between  the  cost 
of  the  brand  and  its  generic  equivalent 
from  the  physician  who  writes  a  non- 
certifled  brand-name  prescription. 

1710  Secretary  concludes  that  there  is 
nothing  in  the  MAC  regulation’s  author¬ 
izing  legislation,  or  its  legislative  history, 
which  would  allow  the  Department  to 
preempt  State  anti-substitution  laws  by 
regulation  in  the  manner  suggested.  Sim¬ 
ilarly,  there  Is  nothing  in  the  MAC  regu¬ 
lation’s  authorizing  legislation  wUch 
would  enable  the  Department  to  recoup 
any  difference  between  the  cost  of  a 
brand-name  drug  and  its  generic  equiva¬ 
lent  from  physicians  who  write  prescrip¬ 
tions  for  brand-name  drugs  and  do  not 
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certify  the  medical  necessity  of  the  pre¬ 
scribed  brand.  Accordingly,  the  Secretary 
advises  that  these  suggestions  have  not 
been  adopted  in  the  final  regulation. 

As  not^  in  paragraph  78,  the  physi¬ 
cian  certification  requironent  in  section 
19.3(b)  of  the  propos^  regulation  is  clar¬ 
ified  in  section  19.3(a)  of  the  final  regu¬ 
lation.  Much  criticism  of  the  proposed 
certification  requirement  comes  from 
practicing  physicians  who  feel  they  would 
need  to  clinically  test  all  available  brands 
of  multiple-source  drug  products  to  cer¬ 
tify,  in  good  faith,  that  a  prescribed 
brand  is  the  only  brand  of  drug  product 
which  will  be  effective  for,  or  tolerated 
by.  a  patient.  The  Secretary  believes  that 
the  concern  expressed  in  the  comment, 
that  phjrsicians  will  be  deterred  from 
exercising  their  medical  judgment  to 
make  the  appropriate  certification,  is 
dealt  with  in  section  19.3(a) ’s  clarifying 
amendment  as  explained  in  paragraph 
78. 

18.  Several  comments  question  the 
Secretary’s  statutory  authority  to  issue 
the  MAC  regulation.  One  comment  spe¬ 
cifically  asserts  that  section  1861 
(v)  (1)  (A)  of  the  Social  Security  Act,  42 
U5.C.  1395x(v)  (1)(A),  amended  by  P.L. 
92-603,  section  223;  and  Pli.  92-603,  sec¬ 
tion  224,  amending  section  1901  (i)  (1)  of 
the  Social  Security  Act,  42  U.S.C.  1396 
(1)(1).  do  not  give  the  Secretary  the 
authority  to  establish  drug  controls  im- 
der  the  Medicare  and  Medicaid  programs. 

The  Secretary  advises  at  the  outset 
that  the  citation  of  authority  for  the 
proposed  MAC  regulation  has  been 
amended  in  the  final  regulation. 

The  proposed  regulation  lists  each  of 
the  Public  Health  Service  grant  program 
statutes  individually  as  authority.  Each 
statute  cited  authorizes  the  Secretary  to 
issue  regulations  to  Implement  a  par¬ 
ticular  Public  Health  l^rvice  program. 
Section  215  of  the  Public  Health  Service 
Act,  42  n.S.C.  216,  authorizes  the  Sec¬ 
retary  to  promulgate  all  “•  •  *  regula¬ 
tions  necessary  to  the  administration  of 
the  Service.”  In  light  of  section  215’s 
broad  applicability,  the  Secretary  con¬ 
cludes  that  it  is  imnecessary  to  cite  Pub¬ 
lic  Health  Service  grant  program  statutes 
individually.  The  citation  of  authority  for 
the  final  regulation  is  therefore  amended 
accordingly. 

In  addition,  the  citation  of  authority 
for  the  proposed  regulation  omits  sec¬ 
tion  1902(a)  (30) .  42  U.S.C.  1396a(a)  (30) . 
This  section  is  added  to  the  citation  of 
authority  in  the  final  regulation  as  a  ba¬ 
sis  for  establishing  reimbursement  limits 
on  the  cost  of  prescribed  drugs  under  the 
Medicaid  program. 

The  Secretary  also  advises  that  a  num¬ 
ber  of  comments  questioning  the  MAC 
regulation’s  statutory  authority  are  based 
on  erroneous  factual  assumptions.  The 
reference  to  “dnig  controls”  in  the  above- 
mentioned  comment  is  misleading  and  in¬ 
accurate:  the  regulation  does  not,  nor  is 
it  intended  to,  control  drugs.  Moreover, 
the  Secretary  is  not,  as  one  comment  sug¬ 
gests,  determining  that  the  use  of  cer¬ 
tain  drugs  is  not  necessary  to  the  efficient 
delivery  of  health  care. 


What  the  Secretary  is  determining  by 
Issuing  the  MAC  regulation  is  that  por¬ 
tions  of  the  costs  of  certain  drugs  are  un¬ 
necessary  to  the  efficient  delivery  of 
quality  health  care.  This  determination  Is 
based  upon  a  recognition  of  the  fact  that 
a  number  of  drugs  containing  the  same 
active  ingredients  in  the  same  dosage 
forms  aiKi  strengths  are  available  from 
different  formulators  and  labelers  at  sig¬ 
nificantly  different  prices.  In  light  of  this 
fact,  and  in  the  interest  of  the  efficient 
administration  of  the  duties  with  which 
the  Secretary  is  charged,  consistent  with 
quality  care,  the  MAC  regulation  is  is¬ 
sued  to  take  advantage  of  these  varying 
multiple-source  drug  prices. 

Having  considered  the  statutory  au¬ 
thority  to  issue  the  MAC  regulation,  and 
particularly  those  authorities  specifically 
questioned,  the  Secretary  concludes  that 
the  regvilation  has  a  sound  statutory  ba¬ 
sis.  The  Secretary  is  authorized  to  deter¬ 
mine  those  portions  of  drug  costs  neces¬ 
sary  to  the  efficient  delivery  of  quality 
health  care;  and,  in  so  doing,  establish 
cost  ceilings,  limiting  reimbursement  or 
Departmental  expenditures  for  prescribed 
drugs  to  those  costs  determined  neces¬ 
sary,  or  reasonable. 

19.  Several  comments  state  that  the 
MAC  regulation  will  restrict  patient 
freedom  of  choice  as  guaranteed  by  sec¬ 
tions  1802  and  1902(a)  (23)  of  the  So¬ 
cial  Security  Act,  42  U.S.C.  1395a  and 
1396a(a)  (23) ,  respectively. 

The  Secretary  disagrees,  and  con¬ 
cludes  that  patient  freedom  of  choice  is 
not  restricted  under  the  MAC  regula¬ 
tion  in  violation  of  these  sections.  The 
MAC  regulation  simply  establishes  “up¬ 
per  limits”  on  the  amount  which  the 
Department  will  recognize  for  reimburse¬ 
ment  or  payment  for  prescribed  drugs 
fiuToished  under  Federally  funded  health 
care  programs.  The  regulation  does  not 
require  Medicare  beneficiaries  and  Med¬ 
icaid  recipients  to  use  providers  which 
are  not  of  their  own  choosing. 

Moreover,  it  is  noted  that  section  1802 
only  requires  that  eligible  individuals 
not  be  restrained  in  their  choice  among 
facilities  participating  in  the  Medicare 
program  and  offering  needed  health 
services.  Similarly,  section  1902(a)  (23) 
only  requires  that  State  Medicaid  plans 
assure  that  eligible  recipients  are  not 
restricted  in  their  choice  among  pro¬ 
viders  participating  in  the  Medicaid 
program.  Accordingly,  the  Secretary 
concludes  that  the  MAC  regulation  can¬ 
not  be  characterized  as  restricting  a  pa¬ 
tient’s  free  choice.  All  providers  par¬ 
ticipating  in  these  two  programs  are 
subject  to  the  MAC  regulation,  and  bene¬ 
ficiaries  and  recipients  are  free  to  choose 
among  participating  providers,  the  MAC 
regulation  notwithstanding. 

20.  Many  comments  contend  that  the 
proposed  MAC  regulation,  by  inhibiting 
tlie  discretion  of  physicians  to  prescribe 
the  drugs  they  wish  their  patients  to 
receive,  unlawfully  interferes  with  the 
practice  of  medicine  in  a  manner  that 
conflicts  with  the  Intent  of  Congress  and 
the  express  terms  of  section  1801  of  the 
Social  Security  Act,  42  U.S.C.  1395. 


The  Secretary  concludes  that  the  MAC 
regulation  does  not  violate  section  1801 
which  prohibits  Federal  officers  or  em¬ 
ployees  from  Interfering  in  the  practice 
of  medicine  or  the  manner  in  which  med¬ 
ical  services  are  provided.  Nor  does  the 
regulation  frustrate  the  intent  of  Con¬ 
gress  that:  “the  responsibility  for,  and 
the  control  of,  the  care  of  beneficiaries 
rest  with  •  •  •  beneficiaries’  physicians”; 
and  that,  “it  is  the  physician  who  is 
to  •  •  *  order  •  •  *  drugs  and  treat¬ 
ments.”  (See  H.R.  Rep.  No.  213,  89th 
Cong.,  1st  Sess.  22,  39  (1965) ;  see  also 
S.  Rep.  No.  404,  89th  Cong.,  1st  Sess.  24 
(1965). 

As  noted  above  the  MAC  regulation 
simply  establishes  “upper  limits”  on  the 
amount  which  the  Department  will  rec¬ 
ognize  on  reimbursement  or  payment  for 
prescribed  drugs  furnished  tmder  Fed¬ 
erally  funded  health  care  programs. 

Physicians  are  not  precluded  frcwn  pre¬ 
scribing  drugs  of  their  choice  or  employ¬ 
ing  any  manner  of  drug  treatment  they 
think  necessary  and  appropriate.  More¬ 
over,  should  a  physician,  in  exercising 
professional  judgment,  believe  that  a 
particular  brand  of  ^ug  is  medically 
necessary  for  the  treatment  of  a  patient, 
the  regulation  does  not  limit  reimburse¬ 
ment  for  the  cost  of  that  drug  to  the 
MAC  if  the  physician  certifies  medical 
necessity  of  the  brand  in  accordance  with 
section  19.3(a)  of  the  final  regulation. 

21.  Another  comment  suggests  that 
the  physician  certification  exception  in 
the  proposed  regulation  (section  19.3(b) ) 
does  not  preserve  appropriate  profes¬ 
sional  discretion  as  required  by  section 
1801  of  the  Social  Secmity  Act,  42  U.S.C. 
1395.  ’This  comment  asserts  that  the  MAC 
regulation,  in  effect,  pressures  physicians 
to  prescribe  drugs  to  conform  to  federal 
guidelines  and  therefore  restricts  physi¬ 
cians’  freedom  to  treat  patients  with 
drugs  of  their  choice,  proposed  section 
19.3(b)  notwithstanding.  Broause  in  most 
cases,  physicians  will  be  unable  to  cer¬ 
tify  that  only  a  specific  brand  of  a  drug 
is  effective  for,  or  can  be  tolerated  by,  a 
patient,  any  alleged  non-interference  by 
reason  of  proposed  section  19.3(b)  is 
more  apparent  than  real. 

Again  the  Secretary  advises  that,  as 
noted  in  paragraph  17  above,  the  physi¬ 
cian  certification  requirement  in  section 
19.3(b)  of  the  proposed  regulation  is 
clarified  in  section  19.3(a)  of  the  final 
regulation.  ’The  Secretary  believes  that 
this  clarifying  amendment,  as  explained 
in  paragraph  78.  addresses  the  concern 
raised  in  this  comment. 

22.  A  number  of  comments  assert  that 
the  proposed  MAC  regulation  interferes 
with  the  States’  power  to  regiUate  the 
practice  of  medicine  and  pharmacy. 

’The  Secretary  disagrees.  The  regula¬ 
tion  relates  only  to  reimbursement  or 
payment  for  prescribed  drugs  furnished 
imder  Federally  funded  health  care  pro¬ 
grams  which  is  a  Federal  matter.  As  has 
been  previoxisly  noted,  “upper  limits”  are 
estobllshed  on  reimbursable  costs  for 
prescribed  drugs  fvumlshed  by  providers 
and  health  maintenance  organizations 
xmder  Medicare  and  by  providers  under 
State  administered  health,  welfare  and 
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social  service  programs,  and  on  the 
amount  which  may  be  charged  to  Pub¬ 
lic  Health  Service  project  funds  for  pre¬ 
scribed  drugs.  By  so  doing,  the  regula¬ 
tion  does  not  affect,  nor  interfere  with. 
State  regulatory  laws. 

23.  A  few  comments  suggest  that  the 
proposed  MAC  regulation  interferes  with 
the  States’  Medicaid  authority,  violat¬ 
ing  sections  1902(a)  (9) ,  1902(a)  (22) .  and 
1902(a)  (30)  of  the  Social  Security  Act, 
42  U.S.C.  1396a(a)  (9) ,  1396a(a)  (22) ,  and 
1396a(a)  (30),  respectively. 

The  Secretary  concludes  that  the  MAC 
regulation  does  not  interfere  with  the 
States’  Medicaid  authority  in  violation  of 
these  sections.  Section  1902(a)  (9)  basi¬ 
cally  requires  State  plans  for  medical 
assistance  to  provide  that  “State  health 
agencies,  or  other  appropriate  State 
medical  agencies  •  •  *,  shall  be  respon¬ 
sible  for  establishing  and  maintaining 
health  standards  for  private  or  public  in¬ 
stitutions  In  which  recipients  of  medical 
assistance  imder  the  plan  may  receive 
care  or  service.”  Sections  1902(a)  (22) 
and  1902(a)  (30)  requires  States  to  in¬ 
clude  in  their  plans  for  medical  assist¬ 
ance;  (1)  “•  •  •  descriptions  of  the 
standards  and  methods  they  will  use  to 
assure  that  medical  or  remedial  care  and 
services  provided  to  the  recipients  of 
medical  assistance  are  of  high  quality;” 
and  (2)  “•  •  •  an  assurance  that  pay¬ 
ments  (including  payments  for  any 
drugs  provided  under  the  plan)  are  not 
In  excess  of  reasonable  charges  con¬ 
sistent  with  efficiency,  economy,  and 
quality  of  care.”  These  sections  do  not 
limit  the  Department’s  obligation  under 
the  law,  but  rather  describe  the  contin¬ 
uing  obligation  of  the  States  in  adminis¬ 
tering  State  plan  requirements,  consist¬ 
ent  with  Federal  regulations.  Ihe  MAC 
regulation  does  not  assume  the  respon¬ 
sibility  for  compliance  with  these  statu¬ 
tory  State  plan  requirements. 

24.  Some  comments  contend  that  the 
MAC  regulation  will  promote  the  per¬ 
petuation  of  a  “blatantly  discriminatory” 
double  standard  of  health  care  that  as¬ 
sures  high  quality  health  care  for  the 
affluent  and  inferior  health  care  for  the 
poor  and  elderly  by  subjecting  Medicare 
beneficiaries  and  Medicaid  recipients  to 
drug  therapy  which  is  the  “cheapest” 
rather  than  the  best. 

The  Secretary  cannot  agree  with  this 
contention.  As  noted  in  paragraph  5 
above.  Food  and  Drug  Administration 
regulatory  procedures,  and  the  Food  and 
Drug  Administration’s  experience  in 
monitoring  the  Nation’s  drug  supply,  as¬ 
sure  that  all  MAC-llsted  drugs  will  of 
an  acceptable  quality  for  patient  care. 
Prior  to  making  any  MAC  determina¬ 
tions,  Food  and  Drug  Administration 
advice  is  solicited  by  the  Pharmaceutical 
Reimbursement  Board  for  the  Food  and 
Drug  Administration’s  assurance  that  all 
MAC-listed  drugs,  in  light  of  its  present 
regulatory  control,  are  both  safe  and  ef¬ 
fective.  As  noted  in  paragraph  89,  a  drug 
will  not  be  proposed  for  MAC  listing  if  in 
the  judgment  of  the  Food  and  Drug  Ad¬ 
ministration  any  regulatory  action,  either 
pending  or  under  consideration,  bearing 
upon  the  marketability  of,  or  to  establish 
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a  bloequlvalence  requirement  for,  the 
drug  is  a  reason  for  delaying  or  with¬ 
holding  the  est£d)llshment  of  a  MAC  for 
the  drug.  Accordingly,  the  Secretary  con¬ 
cludes  that  the  MAC  regulation  does  not 
subject  Medicare  beneficiaries  or  Medic¬ 
aid  recipients  to  Inferior  drug  therapy. 

25.  A  comment  also  contends  that  the 
Secretary,  by  issuing  the  MAC  regula¬ 
tion.  is  ignoring  Congress’  directive  not 
to  engage  in  the  “price-fixing  of  drugs” 
(see  U.S.  Code  Cong.  &  Ad.  News,  90th 
Cong.,  1st  Sess.  (1967) ,  p.  3213) . 

The  Secretary  concludes  that  the  MAC 
regtUation  neither  fixes  nor  authorizes 
fixing  drug  prices.  The  “upper  limits”  on 
recognizable  costs  for  prescribed  drugs 
determined  in  accordance  with  the  MAC 
regulation  are  applied  toward  whatever 
prices  exist  within  the  marketplace. 

26.  Many  comments  allege  that  the 
MAC  regulation  will  interfere  with  free 
enterprise. 

The  Secretary  disagrees.  The  regula¬ 
tion  does  not  control  marketplace  activ¬ 
ity,  but  rather  takes  advantage  of  the 
varying  drug  prices  which  are  established 
by,  and  exist  within,  the  marketplace. 
As  noted  above,  the  MAC  regulation’s 
“upper  limits”  on  recognizable  costs  for 
prescribed  drugs  are  applied  to  drug 
prices  which  have  been,  and  will  continue 
to  be,  determined  by  marketplace  activ¬ 
ities. 

27.  A  comment  suggests  that  the  MAC 
regiilatlon  will  Interfere  with  pharmacist 
and  formulary  committee  selection  of 
drug  products. 

The  Secretary  concludes  that  the  MAC 
regulation  does  not  interfere  with  the 
selection  of  drugs  for  Incluplon  in  insti¬ 
tutional  or  other  types  of  formularies. 
It  does,  however,  establish  “upper  limits” 
on  the  amount  of  reimbursement  or  pay¬ 
ment  for  certain  multiple-source  drugs. 
Thus,  while  the  regulation  would  not  in- 
fiuence  the  choice  of  drug  (or  the  type 
of  drug  chosen  from  a  particular  class  of 
drugs) ,  it  may  influence  the  choice  of  the 
source  or  brand  of  a  drug  product. 

28.  Some  comments  state  that  if  the 
MAC  regulation  is  adopted  it  will  en¬ 
courage  interference  with  the  role  of  peer 
review  organizations  by  authorizing  De¬ 
partmental  employees  to  substitute  their 
judgments  for  those  of  practicing  physi¬ 
cians. 

The  Secretary  advises  that  the  Depart¬ 
ment’s  role  under  the  MAC  regulation  is 
to  Implement  procedures  for  determining 
maximum  limits  on  Federal  reimburse¬ 
ment  or  payment  for  drugs  furnished 
under  Federally  funded  health  care  pro¬ 
grams.  Department  employes  determine 
only  the  “upper  limits”  on  such  reim¬ 
bursement  or  payment.  The  regulation 
does  not  authorize  Department  em¬ 
ployees  to  review  the  professional  activ¬ 
ities  of  health  care  providers  participat¬ 
ing  in  Federally  subsidized  programs. 
Accordingly,  the  regulation  does  not  en¬ 
courage  or  authorize  Interference  with 
the  functions  of  peer  review  organiza¬ 
tions. 

29.  The  Secretary  is  asked  who  will 
have  financial  re^x>nsibility  for  any  cost 
differential  between  the  MAC  and  actual 
cost,  assiuning  a  drug  is  dispensed  and 
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its  cost  exceeds  the  MAC.  The  comment 
specifically  asks  whether  P.L.  92-603, 
section  213,  will  be  lnv(^ed  to  assess  this 
cost  against  the  ho£g>ltal  or  doctor,  or 
whether  section  1866(a)  (2)  (B)  (11)  will 
be  Invoked  as  a  correlative  action,  after 
the  Secretary  determines  that  certain 
drugs  are  not  needed  in  the  efficient  de¬ 
livery  of  health  care,  to  permit  a  charge 
to  the  Medicare  beneficiary  for  payment 
of  any  excess  cost. 

The  Secretary  concludes  that  P.L.  92- 
603,  section  213,  adding  section  1879  to 
the  Social  Security  Act,  42  U.S.C.  1395pp; 
and,  section  1866(a)  (2)  (B)  (U) ,  42  UJ3.C. 
1395cc(a)  (B)  (11) ,  added  by  section  223 
(e)  of  P.L.  92-603,  are  not  ac^llcable  in 
the  MAC  context.  As  such,  neither  sec¬ 
tion  will  be  invoked  to  assess  cost  against 
a  hospital  or  doctor  or  to  permit  a  charge 
to  the  beneficiary,  should  a  drug  be  dis¬ 
pensed  and  its  cost  exceed  the  MAC. 

As  a  condition  precedent  to  applicabil¬ 
ity,  both  sections  1879  and  1866(a)  (2) 
(B)  (ii)  require  a  finding  that  the  items 
or  services  provided  are  luinecessary  to 
the  efficient  delivery  of  health  care.  Sec¬ 
tion  1879  limits  the  liability  of  benefi¬ 
ciaries  where:  (1)  Medicare  claims  are 
disallowed  because  items  or  services  pro¬ 
vided  are  excluded  from  the  Social  Se¬ 
curity  Act’s  coverage,  having  been  found 
unnecessary  to  the  efficient  delivery  of 
health  care;  and,  (2)  the  “excluded” 
items  or  services  are  provided  without 
knowledge  of  this  exclusion  on  the  part 
of  providers  and  beneficiaries.  Section 
1866(a)  (2)  (B)  (li)  authorizes  a  charge  to 
the  beneficiary  when  a  provider  of  serv¬ 
ices  knowingly  and  customarily  fiimlshes 
to  beneficiaries  excluded  items,  or  serv¬ 
ices  determined  to  be  unnecessary  to  the 
efficient  delivery  of  health  care,  and  the 
beneficiary  is  given  prior  notice  of  the 
exclusion  and  clu^e. 

Under  the  MAC  regulation,  the  Secre¬ 
tary  is  determining  only  that  portions  of 
the  cost  of  certain  drugs  are  unnecessary 
to  the  efficient  delivery  of  needed  health 
services.  COst  limits  are  established  rep¬ 
resenting  those  estimates  of  drug  costs 
which  are  necessary.  Necessary  costs  are 
recognized  as  reasonable  costs  and  are 
fully  reimbursable. 

In  establishing  the  MAC  the  Secretary 
does  not  determine  that  the  item  or  serv¬ 
ice,  i.e.,  a  drug,  is  unnecessary.  Because 
the  Secretary  is  not  making  this  deter¬ 
mination.  sections  1879  and  1866(a)  (2) 
(B)  (ii) ,  which  require  that  such  deter¬ 
minations  be  made,  are  not  applicable 
and  will  not  be  invoked. 

Where  a  drug  is  dispensed  and  its 
cost  exceeds  the  MAC,  reimbursement  or 
payment  will  not  be  based  on  a  MAC 
limit,  if  the  prescriber  certifies  the  med¬ 
ical  necessity  of  brand  prescribed  in 
accordance  with  section  19.3(a)  of  the 
regulation.  Should  a  drug  subject  to  a 
MAC  limit  be  dispensed  in  the  absence 
of  a  certification,  reimbursement  or  pay¬ 
ment  to  the  provider  is  limited  to  the 
MAC. 

30.  A  few  comments  ask  how  patent 
Infringers  will  be  treated  under  the  MAC 
regulatl(m  if  a  multiple-source  drug  is 
covered  by  a  valid  United  States  patent 
and  formulators  or  labelers  are  Infring- 
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in£  that  patent  in  the  marketing  of  the 
same  drug. 

The  Secretary  advises  that'  the  MAC 
regulation  is  not  intended  to  encourage 
or  reward  the  infringemrait  of  valid 
United  States  patents.  In  making  lowest- 
unit  price  determinations  in  accordance 
with  section  19.5(c)  of  the  final  regula¬ 
tion.  the  Pharmaceutical  Reimbursement 
Board  will  not  knowingly  consider  the 
price  of  any  drug  manufactured  by  a 
formulator  or  labeler  in  such  a  manner 
as  to  infringe  a  valid  United  States 
patent. 

31.  A  comment  suggests  Uiat  the  final 
regulation  include  a  required  co-pasmient 
charge  for  each  prescription  provided  to 
recipients  of  Federal  medical  assistance. 

llie  Secretary  advises  that  determina¬ 
tions  of  whether  co-payment  charges  for 
drugs  provided  under  State  plans  for 
medical  assistance  should  be  required  are 
discretionary  with  the  States.  Section 
1902(a)  (14)  (ii)  of  the  Social  Security 
Act,  42  UJ5.C.  1396a(a)(14)(li),  author¬ 
izes  States  to  include  co-payment 
charges  for  drugs  provided  under  State 
plans  for  medical  assistance  provided  the 
co-payment  charge  is  nominal  as  deter¬ 
mined  in  accordance  with  standards  ap¬ 
proved  by  the  Secretary.  Department 
implanenUng  regulations,  45  CFR  249.90 
(a)  (3),  limit  the  amount  of  co-payment 
chargeable  to  recipients.  Accordingly,  the 
siiggestion  is  not  adopted  in  the  final 
regulation. 

32.  Some  comments  note  that  posible 
tort  liability  considerations  have  been^ 
ignored  in  the  regulation.  The  question  is‘ 
asked  for  example,  “who  is  liable  when  a 
physician  prescribes  a  specific  product 
and  the  MAC  limit  forces  the  substitu¬ 
tion  of  the  product  and  a  therapeutic 
failure  results.” 

The  simple  answer  to  such  questions  is 
that  the  cost  limitations  of  the  regula¬ 
tion  do  not  require  physicians  to  pre¬ 
scribe  particular  products  nor  do  they, 
as  is  suggested,  force  pharmacists  to  sub¬ 
stitute  products  other  than  those  pre¬ 
scribed.  Accordingly,  implementation  of 
the  regulation  should  have  no  bearing 
upon  any  tort  liability  that  might  other¬ 
wise  arise  from  the  misprescribing  of 
drugs  or  the  erroneous  filling  of  prescrip¬ 
tions.  The  definition  of  negligence  and 
the  measure  of  liability  for  negligence  is, 
of  course,  a  matter  of  State  law  in  each 
jurisdiction  and  could  not,  in  any  event, 
be  affected  by  the  Secretary  through 
these  regulations. 

Although  the  Department  cannot 
speak  to  State  law  in  the  various  juris¬ 
dictions,  it  is  apparent  that  the  substi¬ 
tution  of  a  brand  of  drug  different  than 
the  brand  prescribed  is  accepted  imder 
the  law  in  some  States.  Indeed,  prescrip¬ 
tion  by  generic  name,  which  is  certainly 
an  accepted  practice,  permits  the  phsu*- 
macist  to  choose.  Absent  some  specific 
State  rule  on  this  subject,  it  is  imlikely 
that  substitution  per  se  could  be  incon¬ 
sistent  with  a  State  standard  of  reason¬ 
able  care. 

33.  A  few  comments  suggest  that  the 
Department  indonnify  providers  and/or 
physicians  against  any  losses  resulting 
from  the  substitution  of  generic  for 
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brand  name  drugs  in  absence  of  a  physi¬ 
cian  certification. 

The  Secretary  concludes  that  there  is 
no  statutory  basis  for  Indemnifying  phy¬ 
sicians  or  pharmacists  in  the  manner 
suggested. 

34.  A  comment  asks  whether  Food  and 
Drug  Administration  regulations  could 
be  amended  to  provide  that  manufactur¬ 
ing  specifications  and  pharmaceutical 
formulation  data  become  public  prop¬ 
erty  when  patents  expire. 

The  Secretary  concludes  that  such  in¬ 
formation  is  explicitly  prohibited  from 
public  disclosure  pursuant  to  the  provi¬ 
sions  of  21  U.S.C.  331  (j)  and  18  U.S.C. 
1905,  as  recently  interpreted  and  applied 
in  the  Food  and  Drug  Administration’s 
public  information  regulations  published 
in  the  Federal  Register  of  December  24, 
1974  (39  FR  44602) .  Paragraph  273  of  the 
preamble  to  the  notice  (39  FR  44638) 
states  that  neither  the  Freedom  of  In¬ 
formation  Act  nor  the  Federal  Food, 
Drug,  and  Cosmetic  Act  provides  any 
special  status  for  patented  products,  and 
that  the  patent  status  of  a  product  can¬ 
not  be  relied  upon  by  the  Food  and  Drug 
Administration  as  determining  or  indi¬ 
cating  whether  information  concerning 
that  product  should  be  released  to  the 
public.  The  Secretary  concludes  that  the 
Food  and  Drug  Administration’s  public 
information  regulations  will  determine 
when  information  in  the  agency’s  files 
relating  to  drugs  is  and  is  not  available 
for  public  disclosure. 

35.  One  comment  asks  how  the  MAC 
regulation  will  affect  other  Federal  laws 
concerning  adulteration  and  misbrand¬ 
ing  of  drugs. 

The  Secretary  advises  that  the  MAC 
regulation  has  no  effect  on  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  and  sec¬ 
tion  351  of  the  Public  Health  Service  Act, 
which  govern  the  adulteration  and  mis¬ 
branding  of  drugs.  ’Those  laws  require 
the  Food  and  Drug  Administration  to 
approve  the  safety  and  effectiveness  of 
all  new  drugs  and  biologicals  prior  to 
marketing,  and  to  conduct  a  continuous 
monitoring  and  surveillance  of  all  drugs 
and  biologicals  to  assure  that  they  are 
not  adulterated  and  misbranded. 

The  Secretary  emphasizes  that  it 
would  be  impermissible  to  have  two 
standards  of  quality  for  drugs  marketed 
in  the  United  States.  All  drugs  must  meet 
the  standards  established  by  law  with 
respect  to  adulteration  and  misbrand¬ 
ing.  The  Food  and  Drug  Administration 
regularly  seeks  to  improve  the  standards 
of  drug  quality;  for  example  it  began 
several  years  ago  to  adopt  requirements 
to  assure  bioavailability  and  bioequiva¬ 
lence,  wholly  tqiart  from  the  MAC  ^itia- 
tive.  Those  efforts  would  continue  even 
if  a  MAC  regulation  were  not  adopted. 
Accordingly,  the  new  MAC  regulation 
promulgated  in  this  notice  has  no  effect 
upon  the  ongoing  efforts  of  the  Food  and 
Administration  to  assure  that  all 
drugs  marketed  in  this  coimtry  are  of  an 
acceptable  high  quality. 

36.  A  few  comments  assert  that  the 
proposed  MAC  regulation  does  not  ac¬ 
knowledge  differences  in  pharmaceutical 
elegance,  fiavor  or  color  among  chemi¬ 


cally  equivalent  multiple-source  drug 
products. 

The  Secretary  disagrees.  The  physi¬ 
cian  certification  requir^ent  in  section 
19.3(b)  of  the  proposed  regulation,  as 
clarified  in  section  19.3(a)  of  the  final 
regulation  and  explained  in  paragraph 
78,  provides  that  if  a  physician  certifies 
in  his  own  handwriting  the  medical  ne¬ 
cessity  of  a  particular  brand  of  a  mul¬ 
tiple-source  drug  product  prescribed  for 
a  patient,  reimbursement  or  payment  for 
dispensing  that  particular  brand  of  drug 
to  that  patient  will  not  be  based  on  the 
established  MAC  limit  for  the  drug.  Ac¬ 
cordingly,  pharmaceutical  elegance, 
fiavor,  and  color  is  implicitly  acknowl¬ 
edged  in  the  physician  certification  re¬ 
quirement  in  section  19.3(a)  of  the  final 
MAC  regulation. 

37.  A  comment  recommends  that  the 
’Title  of  Part  19  be  amended  to  read: 
“LIMTTA’TIONS  ON  PAYMENT  OR  RE¬ 
IMBURSEMENT  FOR  DRUGS  AND 
PROFESSIONAL  SERVICES  OF  PRO¬ 
VIDERS"  (new  language  italicized),  to 
refiect  the  statement  in  the  preamble  of 
the  proposed  regulation  that  the  cost  of 
drugs  Involves  two  elements,  the  cost  of 
the  drug  to  the  provider  and  the  pro¬ 
vider’s  charge  for  dispensing  the  drug. 

The  Secretary  concludes  that  the  sug¬ 
gested  language  is  not  fully  descriptive  of 
the  dispensing  portion  of  drug  charges. 
In  addition  to  the  cost  of  professional 
services,  reimbursement  for  dispensing 
charges  includes  several  other  elements 
such  as  rent,  utilities,  and  accounting 
costs.  Accordingly,  the  suggestion  is  not 
adopted  in  the  final  regulation.  ’The  title 
of  Part  19  in  the  final  regulation  reads: 
“LIMITATIONS  ON  PAYMENT  OR  RE¬ 
IMBURSEMENT  FOR  DRUGS,”  to  indi¬ 
cate  (as  it  does  in  the  proposed  MAC 
regulation)  the  overall  subject  matter 
of  the  regulation. 

38.  One  comment  recommends  that 
the  final  MAC  regulation  be  divided  into 
two  sections:  one  applying  to  institu¬ 
tions;  and,  the  other  to  retail  pharma¬ 
cies. 

The  Secretary  concludes  that  it  is  un¬ 
necessary  and  inappropriate  to  divide 
the  MAC  regulation  in  the  manner  sug¬ 
gested.  The  MAC  regulation  in  its  final 
form  establishes,  as  noted  in  paragraphs 
1  and  70,  three  parameters  limiting  rec¬ 
ognizable  amoimts  on  reimbursement  or 
payment  for  prescribed  drugs  furnished 
under  Federally  funded  health  care  pro¬ 
grams.  These  parameters;  (1)  the  maxi¬ 
mum  allowable  cost  (MAC)  of  the  drug, 
if  any,  plus  a  reasonable  dispensing  fee, 
(2)  the  acquisition  cost  of  the  drug  plus 
a  reasonable  dispensing  fee,  and  (3)  the 
provider’s  usual  and  customary  charge 
to  the  general  public  for  the  drug,  will 
be  applicable  to  drugs  furnished  in  both 
institutional  and  non-institutional  set¬ 
tings.  It  would  be  unnecessary  therefore 
to  divide  the  final  MAC  regulation  into  a 
section  applying  to  institutions  and  a 
section  applying  to  retail  pharmacies  and 
repeat  these  parameters  in  each  section. 

39.  A  comment  notes  that  the  proposed 
MAC  regulation  fails  to  acknowledge 
container,  breakage,  and  spillage  costs  in 
establishing  a  MAC  limit. 
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The  Secretary  concludes  that  con¬ 
tainer.  breakage,  and  spillage  costs  are  a 
part  of  a  provider’s  normal  operating 
expenses  and  are  implicitly  recognized,  in 
most  castt.  In  the  dispensing  fee.  In  other 
cases,  such  costs  are  Included  as  a  part 
of  a  comprehensive  cost  for  the  pro¬ 
vision  of  health  care  services.  As  noted 
In  paragraph  73.  most  in-patient  service 
costs  for  which  Departmental  funds  are 
expended  represent  a  comprehensive  cost 
and  Include  costs  for  drug  dispensing. 
Also  recognized  in  this  comprehensive 
cost  are  container,  breakage,  and  spill¬ 
age  costs. 

40.  Several  comments  also  state  that 
the  proposed  regulation  does  not  recog¬ 
nize  price  differences  in  package  sizes, 
and  by  so  doing  fails  to  specify  the 
package  size  on  which  reimbursement  or 
payment  limits  will  be  based. 

As  noted  in  paragraphs  67  and  101, 
the  final  regulation  is  amended  to  base 
reimbursement  or  payment  limitations 
on  the  package  size  of  drug  most  fre¬ 
quently  purchased  by  providers. 

41.  A  comment  criticizes  the  proposed 
MAC  regulation  for  failing  to  address  the 
problems  pharmacists  face  in  obtaining 
timely  reimbursement  for  the  pharma¬ 
ceutical  services  they  provide. 

The  Secretary  concludes  that  such 
matters  are  more  appropriately  left  to 
the  States  for  consideration  and  inclu¬ 
sion  in  State  plans  for  medical  assist¬ 
ance,  and  are  therefore  Inappropriate 
for  consideration  in  the  MAC  regulation. 
At  the  same  time,  however,  the  Secretary 
recognizes  that  delayed  reimbursement 
can  represent  a  significant  problem  for 
some  pharmacists.  Departmental  assist¬ 
ance  in  implementing  the  MAC  policy 
will  be  available  to  the  States;  and, 
where  problems  arise,  including  prob¬ 
lems  regarding  timely  reimbursement, 
such  assistance  will  be  available  to  help 
the  States  arrive  at  a  solution. 

42.  One  comment  questions  whether 
the  Department’s  proposed  MAC  regula¬ 
tion  may  be  interpret^  as  requiring  the 
same  dispensing  fee  for  both  prescribed 
non-legend  drugs  and  legend  drugs 
(which  by  Federal  law  can  only  be  ob¬ 
tained  upon  prescription  of  a  physician) 
in  view  of  the  fact  that  the  regulation 
makes  no  distinction  between  these  cate¬ 
gories  of  drug  product. 

’The  Secretary  advises  that  the  De¬ 
partment’s  MAC  regulation  should  not 
be  interpreted  as  requiring  the  same 
dispensing  fee  for  both  prescribed  legend 
and  non -legend  drugs  notwithstanding 
the  fact  that  the  final  regulation  makes 
no  distinction  between  these  categories 
of  drug  products  with  regard  to  dispens¬ 
ing  fees. 

As  noted  in  paragraph  71,  dispensing 
fees  are  related  to  reimbursement  or  pay¬ 
ment  for  prescribed  drugs  under  the 
Medicaid  and  Public  Health  Service  pro¬ 
grams.  Accordingly,  the  Secretary  con¬ 
cludes  that  any  distinction  between 
legend  and  non-legend  drxigs  as  it  per¬ 
tains  to  dispensing  fees  will  be  made.  If 
appropriate,  in  the  Social  and  Rehabili¬ 
tation  Service’s  and  the  Public  Health 
Service’s  MAC  Implementing  regulations 
in  view  of  their  individual  program  ac¬ 


tivities.  These  regulations  should  be  con¬ 
sulted  for  dlrecticm  in  this  regard. 

As  noted  in  paragraph  43,  however,  the 
Department’s  final  MAC  regulation  is 
amended  to  clarify  the  regulation’s  gen¬ 
eral  applicability  to  both  legend  and  non¬ 
legend  drugs. 

43.  A  comment  suggests  that  MAC 
limits  apply  to  both  prescribed  and  non¬ 
legend  and  legend  drugs  in  the  final 
regulation. 

Although  the  proposed  regulation  did 
not  explicitly  distinguish  between  legend 
and  non-legend  drugs,  the  Secretary  ad¬ 
vises  that  it  is  intend^  that  MAC  limits 
be  established  for  both  prescribed  non¬ 
legend  and  legend  drugs  where  signifi¬ 
cant  price  differences  exist  among  chemi¬ 
cally  equivalent  products.  The  final  regu¬ 
lation  is  clarifi^  to  refiect  this  inten¬ 
tion  by  defining  the  term  “drug”  to  in¬ 
clude  those  drug  products  which  may 
be  dispensed  without  a  prescription  be¬ 
cause  of  the  iqHiarent  confusion  over  the 
MAC  regulation’s  applicability  to  pre¬ 
scribed  non-legend  drugs. 

44.  A  comment  recommends  that  a  unl- 
'Versal  third-party  claim  form  be  devel¬ 
oped  in  connection  with  MAC  regulation. 
Such  a  form  would  be  submitted  to  re¬ 
imbursing  agencies  or  programs  by  all 
health  care  providers  participating  in 
Federally  suteidized  programs  for  the 
purpose  of  obtaining  payment  for  serv¬ 
ices  rendered. 

The  Secretary  agrees  and  has  author¬ 
ized  a  Departmental  study  for  this  pur¬ 
pose.  The  Secretary  disagrees,  however, 
that  the  development  of  such  a  form  is 
required  for  implementation  of  the  MAC 
regulation. 

45.  One  comment  suggests  that  the 
final  MAC  regulation  not  apply  to  hos¬ 
pitals  participating  in  group  purchasing 
programs  because  these  hospitals  are  al¬ 
ready  involved  in  cost  control  activities. 

’The  Secretary  believes  that  it  would  be 
Inconsistent  with  the  MAC  policy  to  ex¬ 
empt  providers  participating  in  such  ar¬ 
rangements  from  the  regulation. 

46.  A  comment  suggests  that  the  actual 
manufacturer  of  a  drug  be  identified  on 
the  label  of  the  drug. 

The  Secretary  advises  that  matters 
pertaining  to  drug  labeling  are  properly 
dealt  with  by  the  Food  and  Drug  Admin¬ 
istration,  and  are  not  appropriate  for  in¬ 
clusion  in  the  MAC  regiilation. 

47.  A  comment  recommends  that  the 
final  regulation  be  amended  to  require 
States  establishing  MAC  limits  which  are 
lower  than  established  Federal  MAC 
limits  to  justify  lower  limits  to  the  Phar¬ 
maceutical  Reimbursement  Board  and 
Advisory  Committee  established  under 
Part  19. 

The  Secretary  advises  that  under  the 
MAC  regiilation,  MAC  limitations  are 
only  established  by  the  Pharmaceutical 
Reimbursement  Board  in  accordance 
with  the  procedures  outlined  in  section 
19.5.  Accordjngly,  State  program  agen¬ 
cies  are  not  authorized  to  establish  sepa¬ 
rate  MAC  limits.  MAC  limits  established 
by  the  Board,  whether  applicable  on  a 
national  or  regional  basis,  are  the  “upper 
limits”  on  reimburseable  costs  for  pre¬ 
scribed  miiltlple-source  drugs  furnished 


to  Medicaid  recipients  under  State  plans 
for  medical  assistance. 

48.  One  comment  iirges  that  dissolu¬ 
tion  tests  be  required  for  each  drug  con¬ 
sidered  for  MAC  listing. 

The  Secretary  advises  that  determina¬ 
tions  of  whether  such  testing  should  be 
luidertaken  are  properly  made  by  the 
Food  and  Drug  Administration  in  ac¬ 
cordance  with  its  regulatory  procedures. 

49.  One  comment  recommends  that 
MAC  limits  be  set  cm  single  as  well  as 
multiple-source  drugs  in  the  final  regu¬ 
lation. 

Again,  as  noted  in  paragraphs  1  and  70, 
the  final  MAC  regulation  limits  reim¬ 
bursement  for  any  prescribed  drug  fur¬ 
nished  imder  Federally  fimded  health 
care  programs  to  the  lowest  of:  (1)  the 
acquisition  cost  of  the  drug  plus  a  rea¬ 
sonable  dispensing  fee,  (2)  the  provider’s 
usual  and  cust(Hnary  charge  to  the  gen¬ 
eral  public  for  the  drug,  or  (3)  the  maxi¬ 
mum  allowable  cost  (MAC)  of  the  drug, 
if  any,  established  in  accordance  with 
section  19.5.  In  effect,  a  maximum  allow¬ 
able  cost  on  reimbursement  or  payment 
for  single-source  drugs  is  established:  re- 
imbiu'sement  for  single-soiure  drugs  be¬ 
ing  limited  to  the  lower  of  (1)  the  ac¬ 
quisition  cost  of  the  drug  pliis  a  reason¬ 
able  dispensing  fee,  or  (2)  the  pro¬ 
vider’s  usual  and  cust<Hnary  charge  to 
the  general  public  for  the  drug. 

50.  Comments  recommend  that  the 
final  regulation  be  amended  to  specify 
time  limits  for  each  step  in  the  MAC 
determination  process. 

The  Secretary  concludes  that  it  is  not 
feasible  to  establish  time  limits  for  every 
step  in  the  MAC  determinaticm  process. 
Where  time  limits  are  not  specified,  the 
procedure  outlined  in  section  19.5  of  the 
final  regulation  should  be  carried  out 
as  promptly  as  possible  in  a  given  situa- 
ti(xi.  The  Secretary  is  hopeful  that  this 
flexibility  will  be  fully  utilized  to  avoid 
unwarranted  and  unnecessary  delay  in 
establishing  MAC  limits. 

51.  A  comment  expresses  the  opinion 
that  a  drug  should  not  be  considered  for 
MAC  listing  if  it  is  not  the  subject  of  an 
effective  New  Drug  Application. 

The  Secretary  concludes  that  such  de¬ 
terminations  are  appropriately  made  by 
the  Food  and  Drug  Administration  in 
accordance  with  its  regulatory  procedures 
and  practices  when  rendering  its  advice 
to  the  Pharmaceutical  Reimbursement 
Board  in  accordance  with  the  procedures 
outlined  in  section  19.5  of  the  final  MAC 
regulation.  As  noted  in  paragraph  93,  it 
is  sufficient  that  the  Board  is  assured  by 
the  Food  and  Drug  Administration  that 
its  present  regulatory  control  will  assure 
the  safety,  effectiveness,  and  quality  of 
all  MAC-listed  drugs.  Because  ^e  Board 
does  not  possess  the  expertise  to  make 
independent  determinations  of  this  na- 
tiire,  the  Secretary  believes  that  matters 
pertaining  to  New  Drug  Applications  are 
not  appropriate  for  inclusion  in  the  MAC 
regulation. 

52.  A  comment  recommends  that  for¬ 
mula  specifications  be  mandated  for 
every  drug  for  which  a  MAC  is  estab¬ 
lished. 

The  Secretary  concludes  that  questions 
of  whether  formula  specifications  provide 
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assurances  of  uniform  safety,  effective¬ 
ness  and  quality  are  appropriate  for  con¬ 
sideration  by  the  Food  and  Drug  Ad¬ 
ministration  in  accordance  with  its 
regulatory  activities.  Accordingly,  this 
comment  has  been  transmitted  to  the 
Hearing  Clerk  of  the  Food  and  Drug  Ad¬ 
ministration  to  be  considered  among 
those  comments  received  on  the  Food  and 
Drug  Administration’s  proposed  bioavail¬ 
ability  and  bioequivalence  regulations, 
published  in  the  Federal  Register  of 
June  20,  1975  (40  FR  26157,  40  FR  26164) 
and  rereferred  to  in  paragraph  5  above. 

53.  A  comment  suggests  that  pharma¬ 
cists  should  have  the  prerogative  of  de¬ 
termining,  on  the  basis  of  their  profes¬ 
sional  Judgment,  what  brand  of  a  drug 
product  should  be  dispensed  to  a  patient 
if  that  drug  product  is  subject  to  a  MAC 
limit. 

The  Secretary  concludes  that  the  MAC 
regulation  does  not  preclude  a  pharma¬ 
cist  from  exercising  professional  judg¬ 
ment  to  decide  what  brand  of  a  drug 
product  should  be  dispensed  to  a  patient 
if  that  drug  is  subject  to  a  MAC  limit  and 
if  the  prescriber  has  not  prescribed  a  par¬ 
ticular  brand  of  that  drug  for  the  patient 
Reimbursement  or  payment  for  dispens¬ 
ing  the  drug  product  would,  in  this  case, 
be  based  on  the  MAC  limit,  if  any,  estab¬ 
lished  for  the  drug  product.  Where,  how¬ 
ever,  a  physician  prescribes  a  particular 
brand  of  a  multiple-source  drug  for  a 
patient.  State  law  may  prohibit  a  phar¬ 
macist  from  dispensiiig  other  than  the 
prescribed  brand.  As  noted  in  paragraph 
16,  the  MAC  regulation  does  not  author¬ 
ize  or  require  pharmacists  to  dispense 
drugs  in  violation  of  State  law. 

54.  Comments  ask  how  the  MAC  reg¬ 
ulation  will  apply  in  situations  where  a 
provider  has  a  stock  of  drugs  on  hand  at 
the  time  a  MAC  limit  becomes  effective 
(or  is  changed),  and  the  cost  of  these 
drugs  is  greater  than  applicable  MAC 
limits.  A  number  of  these  comments  sug¬ 
gest  that  the  final  regulation  be  amended 
to  make  final  MAC  determinations  ef¬ 
fective  only  when  a  provider  has  ex¬ 
hausted  supplies  of  drugs  already  in 
stock. 

As  noted  in  paragraph  118,  the 
Pharmaceutical  Reimbursement  Board 
will  publish  the  effective  dates  of  all  final 
MAC  determinations  published  in  the 
Federal  Register,  as  required  in  section 
19.5 (i)  of  the  final  regulation.  As  also 
noted  in  paragraph  118,  MAC  limits  pub¬ 
lished  in  accordance  with  section  19.5 (i) 
will  not  be  effective  until  30  days  after  a 
final  MAC  determination  is  noticed  in 
the  Federal  Register.  Accordingly,  the 
Secretary  concludes  that  the  concern  ex¬ 
pressed  in  this  comment  is  dealt  with  in¬ 
asmuch  as  a  MAC  limitation  will  not  take 
effect  until  30  days  after  notice  of  the 
limitation. 

55.  A  comment  notes  that  the  pri^aosed 
regulation  lacks  a  provision  to  revoke  a 
MAC  limit  if  the  Food  and  Drug  Admin¬ 
istration  takes  regulatory  action  against 
a  drug  after  a  MAC  limit  for  that  drug 
has  been  established. 

Tlie  Secretary  notes  that  section  19.6 
of  the  final  MAC  regulation  requires  the 
Pharmaceutical  Reimbursement  Board 


to  maintain  a  list  of  all  MAC  determina¬ 
tions  and  to  regularly  view  the  Ust  to 
assure  that  continued  application  of  each 
MAC  is  justified.  Such  review  includes 
the  monitocing  of  Food  and  Drug  Ad¬ 
ministration  regulatory  activities.  Should 
the  Food  and  Drug  Administration  ad¬ 
vise  the  Board  that  in  its  judgment  an 
established  MAC  limit  should  be  revoked 
because  regulatory  action  is  being  taken, 
or  is  being  considered,  against  a  drug 
subject  to  an  established  MAC  limit,  the 
Bojird  will  immediately  proceed  to  revoke 
the  MAC  limit  for  that  drug. 

56.  A  comment  asserts  that  the  MAC 
regulation  discriminates  in  favor  of  in¬ 
stitutional  providers  in  that  the  MAC 
provision  applies  only  to  non-institution- 
al  providers. 

The  Secretary  advises  that  the  MAC 
limitation  in  section  19.3(a)  of  the  reg¬ 
ulation  is  the  “upper  limit"  on  reim¬ 
bursable  costs  for  prescribed  drugs 
furnished  by  both  institutional  and  non- 
institutionaJ  providers  participating  in 
Federally  funded  health  care  proEn:ajns. 
Moreover,  the  Social  Security  Adminis¬ 
tration’s  conforming  MAC  regulation 
which  will  be  subsequently  published  in 
the  Federal  Register  applies  solely  to 
institutional  providers,  and  includes  a 
MAC  limitation  on  which  Federal  reim¬ 
bursement  or  payment  will  be  based  for 
prescribed  drugs  furnished  by  institu¬ 
tional  providers. 

Purpose 

57.  As  provided  in  section  19.1  of  the 
proposed  MAC  regulation,  procedures  are 
established  for  determining  drug  costs 
and,  where  applicable,  dispensing  charges 
which  the  Department  would  use  for  the 
purpose  of  reimbursement  or  payment 
for  prescribed  drugs  furnished  under 
Federally  funded  health  care  programs. 
Specifically,  these  procedures  would  be 
used  for  the  purpose  of  determining: 

(a)  Reimbursement  to  providers  and 
health  maintenance  organizations  under 
the  Medicare  programs. 

(b)  Reimbursement  to  States  under 
State  administered  health,  welfare,  and 
social  services  programs. 

(c)  Allowable  costs  under  direct  proj¬ 
ect  grants. 

(d)  Departmental  purchase  of  drugs. 

58.  One  comment  asks  whether  the 
final  MAC  regulation  should  apply  to 
procurement  of  drugs  by.the  Department 
for  its  own  hospitals,  clinics,  and  labo¬ 
ratories  as  provided  in  section  19.1(d) 
of  the  proposed  regulation  or  if  a  sepa¬ 
rate  regulation  or  separate  section  of 
Part  19  would  be  better  suited  for  that 
purpose. 

The  Secretary  concludes  that  direct 
purchases  of  drugs  by  the  Department 
should  be  governed  by  the  policies  set 
forth  in  the  final  MAC  regulation,  but 
concludes,  as  is  suggested  in  this  com¬ 
ment,  that  E>olicies  and  procedures  for 
direct  purchases  of  drugs  by  the  De¬ 
partment  should  be  included  in  HEW 
Procurement  Regulations,  Title  41, 
CThapter  3,  Code  of  Federal  Regulations. 
Accordingly,  section  19.1  in  the  final 
regulation  is  amended  to  reflect  this 
conclusion  as  well  as  to  indicate  the 


MAC  regulation’s  general  applicability 
to  drug  purchasing  by  the  Department. 

’Die  Secretary  also  notes  that  section 
19.1  in  the  final  regulation  is  amended 
to  clarify  the  MAC  regulation’s  general 
applicability  where  a  Public  Health 
Service  program  (i.e.,  Indian  Health 
Service)  arranges  with  a  provider,  by 
contract,  to  furnish  drugs  to  a  Public 
Health  Service  program  beneficiary. 
Specific  policies  and  procedures  will  also 
be  included  in  HEW  Procurement  Regu¬ 
lations  to  be  used  in  this  circumstance. 

59.  One  comment  asks  whether  the 
Department  should  join  forces  with  the 
Defense  Department,  the  Veterans  Ad¬ 
ministration,  or  the  General  Services 
Administration  for  the  purposes  of  pro¬ 
curing  drugs  for  its  own  use  rather  than 
subject  itself  to  a  regulation  designed 
primarily  for  third-party  payor  purposes. 

As  indicated  in  paragraph  58  above, 
the  Secretary  has  concluded  that  the 
Department  should  publish  policies  and 
procedures  embodying  the  MAC  policy 
in  HEW  Procurement  Regulations  to  be 
used  for  the  purposes  of  procuring  drugs 
for  the  Department’s  own  hospitals, 
clinics,  and  laboratories. 

60.  Another  comment  asks  how  the 
dispensing  fee  provision  in  section  19.3 
(b)  of  the  proposed  regulation  will  be 
applied  to  manufacturers  or  wholesalers 
selling  drugs  directly  to  the  Department. 

The  Secretary  believes  that  issues  per¬ 
taining  to  dispensing  fees  in  this  context 
are  appropriate  for  consideration  in  pub¬ 
lishing  the  policies  and  procedures,  em¬ 
bodying  the  MAC  policy,  for  drug  pur¬ 
chasing  by  the  Department  to  be  included 
in  HEW  Procurement  Regulations. 

Definitions 

61.  Section  19.2  of  the  proposed  MAC 
regulation  includes  the  following  defini¬ 
tions: 

“Drug”  means  a  drug  product  contain¬ 
ing  one  or  more  active  ingredients  in  a 
specified  dosage  form  and  strength.  Each 
dosage  form  and  strength  of  a  drug  is  a 
separate  drug. 

“Multiple -source  drug"  means  a  drug 
marketed  or  sold  by  two  or  more  formu¬ 
la  tors  or  labelers. 

“Provider”  means  one  who  furnishes 
medical  services  or  supplies  for  which  he 
is  entitled  to  reimbursement  under  any  of 
the  programs  referred  to  in  section  19.1. 

“Actual  Acquisition  Cost’’  means  the 
cost  of  a  product  to  the  provider,  includ¬ 
ing  such  reasonable  warehousing  and 
other  distributional  costs  as  are  incurred 
by  a  provider  that  maintains  a  ware¬ 
house  separate  from  its  retail  place  of 
business. 

62.  A  comment  suggests  that  the  defini¬ 
tion  of  the  term  “drug"  in  section  19.2 
(a)  of  the  proposed  regulation  be  amend¬ 
ed  in  the  final  regulation  to  include  “type 
of  package." 

The  Secretary  concludes  that  if  reim¬ 
bursement  or  payment  for  prescribed 
drugs  were  ba^  on  various  types  of 
drug  packages,  a  proliferation  of  differ¬ 
ent  costs  for  the  same  drugs  could  result, 
and  thus  frustrate  the  Intent  of  the  MAC 
regulation.  Accordingly,  this  suggestion 
is  not  adopted. 
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63.  Another  comment  suggests  that  the 
final  regulation  be  amended  to  substl-' 
tute  the  term  “drug  product”  for  the  term 
“drug”  In  section  19.2(a>  and  elsewhere 
in  the  regulation  to  avoid  confusion  with 
the  different  and  more  expansive  mean¬ 
ing  of  the  term  “drug”  as  defined  in  the 
Federal,  Pood,  Drug,  and  Cosmetic  Act. 

The  Secretary  concludes  that  little 
would  be  gained  by  substituting  the  term 
“drug  product”  for  the  term  “drug”  in 
the  final  regulation.  The  definition  of 
“drug”  in  the  MAC  regulation  incorpo¬ 
rates  by  reference  the  term  “drug  prod¬ 
uct”.  By  so  doing,  items  which  would 
not  normally  be  prescribed  by  physicians 
(e.g.,  antlperspirants,  fluoride  tooth¬ 
pastes,  etc.)  but  which  would  be  included 
under  the  definition  of  the  term  “drug” 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  are  excluded  from  the  MAC 
regulation’s  definition  of  “drug”. 

64.  One  comment  recommends  that  the 
definition  of  “multiple-source  drug”  in 
section  19.2(b)  of  the  proposed  regula¬ 
tion  be  amended  in  the  final  regulation  to 
provide  that  it  means  a  drug  marketed 
or  sold  by  two  or  more  formulators  or 
labelers,  chemically  equivalent,  and 
demonstrated  to  be  bioeguivalent. 

The  Secretary  concludes  that  it  would 
be  inappropriate  and  unnecessary  to 
amend  section  19.2(b)  of  the  proposed 
regulation  in  the  manner  suggested.  As 
noted  in  paragraph  89,  Food  and  Drug 
Administration  advice  is  solicited  by  the 
Pharmaceutical  Reimbursement  Board, 
prior  to  making  any  lowest-unit  price  de¬ 
terminations  in  accordance  with  section 
19.5(c) ,  for  the  Pood  and  Drug  Adminis¬ 
tration’s  assurance  that  all  drugs  to  be 
proposed  for  MAC  listing  are  both  safe 
and  effective.  It  is  sufficient  that  the 
Board  is  assured  by  the  Food  and  Drug 
Administration  in  accordance  with  sec¬ 
tion  19.5(b),  as  amended  in  the  final 
regulation,  that  present  Food  and  Drug 
Administration  regulatory  control,  in¬ 
cluding  its  procedures  for  establishment 
of  a  bioequivalence  requirement,  assures 
the  safety,  effectiveness  and  quality  of 
MAC  listed  drugs. 

65.  One  comment  suggests  that  the 
proposed  definition  of  “multiple-source 
drug”  in  section  I9.2ib>  be  amended  in 
the  final  regulation  to  include  the  situa¬ 
tion  where  a  manufacturer  markets  its 
own  drug  product  under  both  a  brand 
name  and  a  generic  name. 

The  Secretary  concurs.  The  suggested 
language  defining  a  “multiple-source 
drug”  as:  “a  drug  marketed  or  sold  by 
two  or  more  formulators  or  labelers,  or  a 
drug  marketed  or  sold  by  the  same 
formulator  or  labeler  imder  two  or  more 
different  proprietary  names  or  both  un¬ 
der  a  proprietary  name  and  without  such 
a  name”  is  added  in  the  definition  of  the 
term  “multiple-source  drug”  in  section 
19.2(d)  of  the  final  regulation. 

66.  A  comment  suggests  that  the  defini¬ 
tion  of  “provider”  in  section  19.2(c)  of 
the  proposed  regulation  be  amended  to 
read:  “one  who  furnishes  medical  or 
pharmaceutical  services  or  sup¬ 
plies  •  •  •"  (new  language  italicized). 
The  suggestion  is  made  to  clarify  that 
reimbursement  or  payment  under  the 


MAC  regulation  is  for  pharmaceutical 
services  and  supplies. 

The  Secretary  agrees  and  the  final 
regulation  is  so  amended. 

67.  Many  comments  criticize  the  pro¬ 
posed  MAC  regulation  as  it  relates  to 
reimbursement  on  the  basis  of  “actual 
acquisition  cost”,  as  defined  in  section 
19.2(d)  of  the  proposed  regulation,  and 
urge  that  an  “actual  acquisition  cost” 
limitation  not  be  adopted  in  the  final 
regulation.  Numerous  reasons  for  this 
view  are  cited. 

Comments  suggest  that  “actual  acqui¬ 
sition  cost”  is  difficult,  if  not  impossible, 
to  determine  because  of  deferred  and 
cumulative  discounts  to  providers  and 
frequently  changing  sources  of  supply. 
Other  comments  assert  that  pharma¬ 
cists  would  be  required  to  develop  exten¬ 
sive  and  complex  record-keeping  and 
invoicing  procedures  to  accommodate  a 
reimbursement  program  of  this  kind. 
These  procedures,  according  to  propo¬ 
nents  of  this  view,  would  be  more  com¬ 
prehensive  than  those  ordinarily  needed 
to  conduct  a  professional  pharmaceuti¬ 
cal  practice.  Several  comments  suggest 
that  a  reimbursement  program  based  on 
“actual  acquisition  cost”  would  necessi¬ 
tate  additional  and  more  frequent  audit¬ 
ing  by  reimbursement  programs,  and 
therefore  cause  administrative  costs  to 
increase.  Other  comments  suggest  that 
incentives  to  purchase  efficiently  would 
be  reduced  if  reimbursement  were  based 
on  “actual  acquisition  cost”  because  all 
savings  would  be  passed  through  to  med¬ 
ical  assistance  programs.  Several 
comments  note  that  reimbursement  sys¬ 
tems  based  on  “actual  acquisition  cost” 
have  been  attempted  and  abandoned  by 
some  State  Medicaid  programs  because 
of  these  difficulties. 

Still  other  comments  suggest  that  an 
“actual  acquisition  cost”  limitation  be 
adopted  in  the  final  regulation  but  rec¬ 
ommend  that  its  definition  in  section 
19.2(d)  as  proposed  be  modified.  A  num¬ 
ber  of  modifications  are  suggested. 

One  comment  suggests  that  “actual 
acquisition  cost”  be  based  solely  on  the 
Invoice  price  of  the  drug  product  dis¬ 
pensed.  Many  comments  recommend 
that  “actual  acquisition  cost”  be  defined 
as  the  average  wholesale  price  (AWP) 
published  in  specified  nationally  dis¬ 
tributed  drug  price  catalogs.  Others  rec¬ 
ommend  defining  such  cost  as  average 
wholesale  prige  less  a  fixed  or  variable 
percentage  related  to  the  volume  of 
product  dispensed  under  a  particular 
program.  One  comment  suggests  that 
“actual  acquisition  cost”  be  based  on 
wholesale  prices  supplied  to  the  Federal 
government  by  manufacturers,  and  an¬ 
other  comment  suggests  that  this  cost 
be  based  on  a  manufacturer’s  price  to  a 
wholesaler  plus  a  fixed  wholesaling 
allowance. 

Still  other  comments  suggest  replacing 
“actual  acquisition  cost”  in  the  final 
regulation  with  some  other  type  of  re¬ 
imbursement  mechanism.  Several  com¬ 
ments  suggest  that  providers  ought  to  be 
reimbursed  under  a  schedule  of  esti¬ 
mated  costs.  Reimbursement  would  be 
based  on  this  schedule  of  costs  notwith¬ 


standing  a  provider’s  actual  cost.  A  mun- 
ber  of  these  comments  suggest  that  the 
schedule  apply  to  only  some  specific 
number  of  the  most  frequently  (e.g.,  top 
500)  dispensed  drugs.  One  of  these  com¬ 
ments  suggests  that  cost  estimates  to 
be  included  in  the  schedule  be  deter¬ 
mined  on  a  regional  basis,  and  another 
comment  suggests  that  reimbursement 
be  based  on  the  greater  of  “actual  acqui¬ 
sition  cost”  and  scheduled  estimated 
cost.  One  comment  urges  that  “actual 
acquisition  cost”  be  replaced  in  the  final' 
regulation  by  a  reimbursement  system 
under  which  a  drug’s  cost  would  be  billed 
directly  to  the  reimbursing  program  at 
the  same  prices  charged  to  direct  gov¬ 
ernment  purchasers  and  supplied  to  pro¬ 
viders  without  charge. 

A  number  of  comments  also  suggest 
that  an  “actual  acquisition  cost”  limita¬ 
tion  (as  defined  in  section  19.2(d)  of  the 
proposed  regulation)  should  be  adopted 
in  the  final  regulation  but  only  if  equi¬ 
table  dispensing  fees  are  mandated. 

After  considering  these  comments,  the 
Secretary  concludes  that  the  “actual  ac¬ 
quisition  cost”  limitation  in  the  proposed 
regulation  should  be  amended.  ’The  Sec¬ 
retary  agrees  that  “actual  acquisition 
cost”  limitations  have  been  difficult  to 
administer  at  the  State  level,  and  that 
an  “actual  acquisition  cost”  limitation 
would  therefore  be  difficult  to  adopt  on  a 
nation-wide  basis  at  this  time.  The  Sec¬ 
retary  disagrees,  however,  that  average 
wholesale  price  should  be  used  as  the 
basis  for  “actual  acquisition  cost”  deter¬ 
minations.  Average  wholesale  price  is  not 
currently  determined  by  surveying  drug 
marketing  transactions  (i.e.,  by  deter¬ 
mining  the  actual  price  a  pharmacist 
pays  to  a  manufacturer  or  wholesaler  for 
a  particular  drug  product),  and  thus 
published  wholesale  prices  often  are  not 
closely  related  to  the  drug  prices  actu¬ 
ally  charged  to,  and  paid  by,  providers. 

The  Secretary  believes,  however,  that 
the  objectives  of  an  “actual  acquisition 
cost”  policy  (i.e.,  increased  savings  on 
reimbursement  or  payment  for  pre¬ 
scribed  drugs  dispensed  imder  Federally 
subsidized  programs)  can  be  achieved 
efficiently  by  using  acquisition  cost  esti¬ 
mates.  Accordingly,  the  Secretary  ad¬ 
vises  that  the  “actual  acquisition  cost” 
limitation  is  amended  in  the  final  regu¬ 
lation  to  base  reimburs^nent  or  payment 
for  prescribed  drugs  furnished  under 
Federally  subsidized  health  care  pro¬ 
grams,  where  appropriate,  on  “aquisition 
cost”  plus  a  reasonable  dispensing  fee. 

“Acquisition  cost”,  as  defined  in  sec¬ 
tion  19.2(f)  of  the  final  regulation, 
“means  the  price  generally  and  current¬ 
ly  paid  by  providers  for  a  drug  marketed 
or  sold  by  a  particular  formulator  or 
labeler  in  the  package  size  of  drug  most 
frequently  purchased  by  providers.” 

Under  section  19.3(b)  of  the  final  reg¬ 
ulation  estimates  of  acquisition  costs  are 
to  be  made  by  each  program  agency.  To 
assist  program  agencies  in  making  ac¬ 
quisition  cost  estimates,  the  Department 
will  make  available  drug  price  informa¬ 
tion  which  will  cover  the  most  frequently 
purchased  drugs,  will  reflect  the  drug 
prices  generally  and  currently  paid  by 
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providers,  classified  by  providers’  total 
dollar  volume  drug  sales,  and  will  be 
issued  with  sufficient  frequency  to  be 
current  with  drug  prices  existing  in  the 
marketplace. 

The  exact  method  for  determining  ac¬ 
quisition  cost  estimates  is  left  to  the  dis¬ 
cretion  of  program  agencies.  Program 
agencies  are  expected  to  use  all  avsiilable 
drug  price  information,  including  the 
drug  price  information  furnished  to  them 
by  the  Department,  in  making  these 
estimates.  As  also  provided  in  section  19.3 
(b) ,  estimates  of  acquisition  costs  should 
be  consistent  with  any  drug  price  infor¬ 
mation  furnished  to  the  program  agency 
by  the  Department.  Accordingly,  the  De¬ 
partment  expects  that  program  agencies 
will  make  their  estimates  of  acquisition 
cost  with  as  much  precision  as  possible, 
consistent  with  drug  price  information 
furnished  to  them  by  the  Department. 

68.  A  number  of  comments  object  to 
the  warehousing  and  distributional  cost 
allowance  in  section  19.2(d)  of  the  pro¬ 
posed  regulation.  Of  these  comments, 
many  assert  that  the  allowance  arbitrar¬ 
ily  discriminates  among  and  between 
those  providers  who  maintain  a  ware¬ 
house  separate  from  their  retail  place  of 
business  and  purchase  drugs  in  bulk 
quantities,  and  those  who  do  not. 

The  Secretary  concludes  that  the  pro¬ 
posed  warehousing  and  distributional 
cost  allowance  should  be  deleted  in  the 
final  regulation  in  light  of  the  new  “ac¬ 
quisition  cost’’  limitation  noted  in  para¬ 
graph  67  above.  As  “acquisition  cost’’  is 
defined  in  section  19.2(f)  of  the  final  reg¬ 
ulation,  warehousing  and  distributional 
cost  alowances  may  be  reflected  in  the 
program  agencies’  estimates  of  the  drug 
price  generally  and  currently  paid  by 
providers.  The  Secretary  therefore  be¬ 
lieves  that  it  would  be  inappropriate  to 
recognize  any  additional  allowance  for 
drug  warehousing  and  distribution. 

Cost  Limitation 

69.  As  originally  proposed  section  19.3 

(a)  of  the  MAC  regulation  would  limit 
amoimts  to  be  recognized  for  reimbmse- 
ment  or  payment  for  prescribed  drugs 
furnished  imder  Federally  subsidized 
health  care  programs,  and  for  prescribed 
drugs  purchased  directly  by  the  Depart¬ 
ment.  to  the  cost  of  the  drug  plus  a  rea¬ 
sonable  dispensing  fee.  Cost,  as  deter¬ 
mined  in  accordance  with  section  19.3 

(b)  of  the  proposed  regulation.  Is  “actual 
acquisition  cost”  or,  for  each  multiple- 
source  drug  for  which  a  maximum  allow¬ 
able  cost  (MAC)  has  been  established, 
the  lower  of  (1)  the  MAC  or  (2)  the  ac¬ 
tual  acquisition  cost. 

70.  A  number  of  comments  recommend 
that  the  “cost  plus  fee”  method  of  reim¬ 
bursement  for  pharmaceutical  services 
outlined  in  section  19.3(a)  of  the  pro¬ 
posed  regulation  be  abandoned  in  the 
final  regulation  and  be  replaced  by  some 
other  type  of  reimbursement  mechanism 
for  these  services.  Some  comments  sug¬ 
gest  that  reimbursement  be  based  on  a 
percentage  of  acquisition  cost.  Others 
recommend  that  the  final  regulation  be 
amended  to  provide  that  reimbursement 
for  pharmaceutical  services  shall  not  be 
greater  than  the  “usual  and  customary 


charge”  to  the  general  public.  One  com¬ 
ment  urges  that  reimbursement  should 
be  limited  to  a  50  cents  claims  processing 
cost,  plus  the  lower  of  cost  plus  a  dispens¬ 
ing  fee,  and  the  “usual  and  customary 
charge”  to  the  general  public. 

ITie  Secretary  concludes  that  the  “cost 
plus  fee”  method  of  reimbursement 
should  not  be  abandoned  in  the  final 
regulation  because  it  assures  that  reim¬ 
bursement  or  pasment  for  pharmaceu¬ 
tical  services  will  be  based  on  the  services 
actually  provided  by  implicitly  recogniz¬ 
ing  that  the  costs  of  pharmaceutical 
services  involves  two  principal  ele¬ 
ments — the  cost  of  the  drug  to  the  pro¬ 
vider,  and  the  provider’s  charge  foi  dis¬ 
pensing  the  drug.  At  the  same  time,  how¬ 
ever,  the  Secretary  agrees  that  the 
amount  of  reimbursement  or  payment 
for  pharmaceutical  services  provided  un¬ 
der  Federally  subsidized  health  care  pro¬ 
grams  should  not  be  greater  than  the 
amount  the  provider  usually  and  custom¬ 
arily  charges  to  the  general  public  for 
these  services. 

Accordingly,  the  Secretary  advises 
that  section  19.3(a)  is  amended  in  the 
final  regulation  to  limit  the  amount  of 
reimbursement  or  pesmaent  to  be  recog¬ 
nized  for  any  prescribed  drug  furnished 
under  Federally  subsidized  health  care 
programs  to  the  lowest  of:  (1)  the  MAC 
established  for  the  drug,  if  any,  estab¬ 
lished  in  accordance  witii  section  19.5 
plus  a  reasonable  dispensing  fee;  (2)  the 
acquisition  cost  of  the  drug  plus  a  rea¬ 
sonable  dispensing  fee;  or  (3)  the  pro¬ 
vider’s  usual  and  customary  charge  to 
the  general  public  for  the  drug.  The  Sec¬ 
retary  additionally  notes  that,  as  in  the 
proposed  regulation,  the  new  section  19.3 
(a)  provides  that  where  compensation 
for  drug  dispensing  is  included  in  some 
other  amount  payable  to  the  provider 
by  the  reimbuming  or  paying  program 
agency,  a  separate  dispensing  fee  will  not 
be  recognized. 

71.  Many  comments  assert  that  the  dis¬ 
pensing  fee  provision  in  section  19.3(a) 
of  the  pr<HX)sed  regulation  does  not  pro¬ 
vide  adequate  giiidelines  to  assure  equi¬ 
table  reimbursement  for  dispensing  serv¬ 
ices.  Some  of  these  comments  suggest 
that  the  section  be  amended  in  the  final 
regulation  to  require  States  periodically 
to  review  and  re-evaluate  dis^nsing  fees 
for  equity,  and  to  be  required  to  increase 
or  decrease  the  fee  should  such  review 
reveal  increases  or  decreases  in  the  cost 
of  dispensing  a  prescription. 

Other  comments  suggest  that  the  De¬ 
partment  establish  minimum  fees  in  the 
final  regulation.'  One  of  these  comments 
recommends  that  the  minimum  fee  be 
set  at  the  90th  percentile  of  prevailing 
fees  in  each  State. 

Still  other  comments  suggest  that  a 
variable  fee  approach  be  taken  in  section 
19.3(a)  of  the  final  regulation.  One  com¬ 
ment  recommends  that  the  .fee  vary  on 
the  basis  of  operating  data  submitted  by 
providers  to  reimbursing  programs.  An¬ 
other  ccMiunent  suggests  that  the  final 
regulation  mandate  a  variable  fee  based 
on  a  provider’s  operating  costs,  allowing 
providers  to  retain  50  percent  of  any  re¬ 
duction  in  operating  costs  as  a  part  of 
the  dispensing  fee  and  as  an  incentive  to 


reduce  their  costs.  A  few  comments  urge 
that  the  fee  vary  in  the  final  regulation  - 
according  to  the  level  of  professional 
services  provided,  such  as,  hours  of  serv¬ 
ice,  free  delivery,  ccmtinulng  postgradu¬ 
ate  education  of  practiti(mers,  mainte¬ 
nance  of  patient  records,  and  participa¬ 
tion  in  drug  utilization  review. 

Several  comments  recommend  that  the 
final  regulation  authorize  separate  and 
additional  fees  for  special  services,  and 
some  comments  recommend  adjusting 
fees  according  to  the  cost  of  living  index. 

'The  Secretary  concludes  that  because 
dispensing  fees  relate  primarily  to  the 
Medicaid  and  PuUic  Health  Service  pro¬ 
grams,  procedures  pertaining  to  dispens¬ 
ing  fees  are  appropriately  included  in  the 
ccmforming  MAC  regulations  of  the  So¬ 
cial  and  Rehabilitation  Service  and  the 
Public  Health  Service,  and  not  in  the  De¬ 
partment’s  MAC  regulation.  Accordingly, 
comments  and  regulatory  procedures  re¬ 
lating  to  dispensing  fees  are  m<H‘e  fully 
addressed  in  these  regulations. 

The  Secretary  notes,  with  respect  to 
comments  suggesting  Federally  man¬ 
dated  minimum  fees,  that  under  existing 
legislation  the  Department  may  only  es¬ 
tablish  upper  limits  on  Federal  reim¬ 
bursement  <x‘  payment  for  pharmacy 
services.  The  Department  may  not  there¬ 
fore  mandate  minimum  dispensing  fees. 

The  Secretary  recognizes,  however, 
that  pharmacists  may  be  receiving  in¬ 
adequate  compensation  for  their  profes¬ 
sional  services  in  dispensing  drug  prod¬ 
ucts.  Accordingly,  the  Secretary  advises 
that  the  Social  and  Rehabilitation  Serv¬ 
ice’s  final  MAC  conforming  regulation  is 
amended  to  require  State  agencies  to 
conduct  periodic  surveys  of  the  costs  of 
dispensing  drug  products.  In  determining 
fees.  States  shoiild  review  data  obtained 
through  these  siu*veys  os  well  as  other 
available  information  to  assure  that  es¬ 
tablished  fees  are  equitable. 

’The  Secretary  additionally  notes  that 
Departmental  assistance  will  be  available 
to  the  reimbiursing  or  paying  program 
agencies  for  the  purpose  of  establishing 
equitable  dispensing  fees. 

72.  One  comment  suggests  that  the 
phrase  “reasonable  dispensing  fee”  in 
secti<m  19.3(a)  of  the  proposed  regula¬ 
tion  be  amended  in  the  final  regulation  to 
read:  “reasonable  fee  for  professional 
services.”  ’The  reasons  given  for  the  sug¬ 
gested  language  are  that  it  is  more  con¬ 
sistent  with  the  terminology  used  to  de¬ 
scribe  other  professional  practitioner 
services  and  that  it  is  broad  enough  to 
encompass  the  time  when  pharmacists 
will  be  compensated  for  professional 
services  other  than  the  dispensing  of 
drug  products  (i.e.,  rendering  advice  con¬ 
cerning  non-use  of  a  drug  product) . 

The  Secretary  concludes  that  issues 
relating  to  compensation  or  reimburse¬ 
ment  for  professional  services  in  cases 
where  a  drug  product  is  not  dispensed 
requires  consideration  beyond  the  scope 
of  the  MAC  regulation.  The  Secretary 
further  concludes  that  the  term  “dis¬ 
pensing  fee”  is  appn^riately  descriptive 
for  the  purposes  of  reimbursement  or 
payment  of  total  drug  costs.  j 

73.  Several  comments  additionally  rec¬ 
ommend  that  section  19.3(a)  be  amended 
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In  the  final  regulation  to  recognize  dis¬ 
pensing  fees  for  in-patient  prescrlptiwns. 

The  Secretary  concludes  that  it  would 
be  inappropriate  to  amend  section  19.3 

(a)  in  the  manner  suggested.  As  noted  in 
paragraph  70,  section  19.3(a)  of  the  final 
regulation  provides  that  dispensing  fees 
will  not  be  recognized  where  compensa¬ 
tion  for  drug  dispensing  is  includ^  as  a 
part  of  some  other  amoimt  payable  by 
the  reimbursing  or  paying  program 
agency.  Most  in-patient  hospital  service 
costs  for  which  Departmental  funds  are 
expended  represent  a  comprehensive  cost 
and  include  costs  for  drug  dispensing.  To 
recognize  dispensing  fees  under  this  ar¬ 
rangement  would  frustrate  the  intent  of 
section  19.3(a)  by  allowing  duplicate 
compensation  for  the  provided  service. 

74.  A  comment  expresses  the  opinion 
that  dispensing  fees  should  not  be  al¬ 
lowed  in  addition  to  fees  for  services  in 
cases  where  i^ysicians  dispense  drugs  as 
a  part  of  providing  a  medical  service. 

The  Secretary  concludes  that  whether 
dispensing  fees  should  be  recognized  in 
this  circumstance  is  discretionary  with 
State  program  agencies  and,  as  such,  is 
not  appropriate  for  inclusion  in  the  MAC 
regulation.  Eixlsting  Medicaid  guidelines 
recommend,  however,  that  State  agen¬ 
cies  limit  the  amoimt  of  pasunent  for 
drugs  dispensed  by  physicians  under 
State  plans  for  medical  assistance  to  the 
cost  of  the  drug. 

75.  To  encourage  the  purchasing  of 
multipie-source  drugs  below  the  MAC 
limit  and  to  prevent  the  MAC  ceiling 
from  also  becoming  a  floor,  section  19.3 

(b)  of  the  proposed  regulation  allows 
providers  to  retain  up  to  25  percent  of 
the  difference  between  the  actual  acqui¬ 
sition  cost  of  a  multiple-source  drug  dis¬ 
pensed  cm  an  outpatient  basis  and  the 
drug’s  MAC  limit. 

76.  Many  comments  recommended  that 
this  provision  be  deleted  in  the  flnal  reg¬ 
ulation.  Of  these  comments,  many,  par¬ 
ticularly  from  State  agencies,  assert  that 
the  provision  is  too  complex  to  adminis¬ 
ter.  Other  comments  suggest  that  the 
provision  will  reduce  the  utilization  and 
viability  of  wholesale  operations  by  en¬ 
couraging  providers  to  purchase  multi¬ 
ple-source  drugs  direcUy  from  manu¬ 
facturers.  Several  comments  suggest  that 
the  provision  encourages  the  purchasing 
of  low  quality  products,  and  those  mar¬ 
keted  in  intrastate  commerce  not  subject 
to  Federal  regulatory  controls  by  placing 
undue  emphasis  on  cost. 

Still  other  comments  urge  retention  of 
the  provision.  Many  suggest  that  the  25 
percent  incentive  be  increased  in  the 
flnal  regulation.  Specific  figures  men¬ 
tioned  are  50,  75,  ”Jid  100  percent.  One 
comment  recommends  a  “sliding  incen¬ 
tive”,  allowing  providers  to  retain  100 
percent  of  a  25  cents  differential,  and 
25  percent  of  any  differential  in  excess 
of  25  cents.  Other  comments  suggest 
that  the  incentive  apply  to  single-source 
drugs,  allowing  providers  to  retain  a  per¬ 
centage  of  the  difference  between  actual 
acquisition  cost  and  average  wholesale 
price. 

Ihe  Secretary  advises  that  the  25  pet 
cent  incentive  provision  in  section  19.3 
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(b)  of  the  proposed  regulation  is  de¬ 
leted  in  the  flnal  regulation.  After  con¬ 
sideration  of  the  comments,  the  Secre¬ 
tary  concludes  that  the  complexities  ot 
this  provision,  particularly  in  light  of  the 
amended  definition  of  “acquisition  cost” 
noted  in  paragraph  67,  outweigh  any  of 
its  potential  benefits. 

77.  Section  19.3  (W  of  the  proposed 
regulation  also  provides  that,  for  each 
multiple-source  drug  for  which  a  MAC 
has  been  established,  cost  (for  the  pur¬ 
poses  of  section  19.3(a))  shall  be  “ac¬ 
tual  acquLsltion  cost”  if  a  particular 
brand  of  multiple-source  drug  is  pre¬ 
scribed  for  a  patient,  and  the  prescrlber 
has  certified  in  writing  that  the  brand  is 
the  cnly  brand  of  that  drug  which  will  be 
effective  for,  or  can  be  tolerated  by,  the 
patient. 

78.  Numerous  comments  suggest  that 
this  provision  be  modified  in  the  flnal 
regulation.  Of  these  comments,  many 
criticize  the  provision  asserting  that  pre- 
scribers  would  be  required  to  clinically 
evaluate  all  available  forms  of  the  par¬ 
ticular  drug  product  to  be  prescribed 
for  a  patient  to  make  the  propx>8ed  cer¬ 
tification  in  good  faith.  Proponents  of 
this  view  further  assert  that  such  testing 
would  not  only  place  an  undue  burden  on 
practicing  physicians  but  would  be  ethi¬ 
cally  questionable  as  well. 

One  comment  suggests  that  prescrip¬ 
tion  forms  for  drugs  provided  under  Fed¬ 
erally  subsidized  health  care  programs 
have  a  check-off  box  next  to  a  pre¬ 
printed  statement  certlf3dng  medical 
necessity.  Reimbursement  would  not  be 
based  on  the  MAC  limit  if  a  physician 
indicated  the  necessity  of  a  prescribed 
brand  by  checking  the  box. 

Some  comments  suggest  that  section 
19.3(b)  be  amended  in  the  flnal  regula¬ 
tion  to  require  prescribers  only  to  certify 
the  reason  for  ordering  a  specific  brand 
of  drug  product.  One  comment  urges  that 
the  form  of  certification  should  be  dis¬ 
cretionary  with  the  reimbursing  pro¬ 
gram,  and  another  cixnment  recommends 
that  section  19.3(b)  be  amended  to  pro¬ 
vide  that  the  certification  must  be  in  the 
prescriber’s  handwriting,  giving  the  rea¬ 
sons  why  the  particular  brand  is  desired, 
personally  si^ed,  and  transmitted  in 
duplicate  to  the  ptmrmaclst. 

Other  comments  recommend  deleting 
the  certification  requiremmt  in  the  final 
regulation,  asso'ting  that  any  such  re¬ 
quirement  is  an  Interference  in  the  prac¬ 
tice  of  medicine. 

As  has  been  indicated  in  paragraphs 
17  and  21  the  proposed  certification  re¬ 
quirement  is  clarified  in  section  19.8(a) 
of  the  flnal  MAC  regulation.  Having  con¬ 
sidered  the  comments,  the  Secretary  con¬ 
cludes  that  the  objectives  of  a  certifica¬ 
tion  requlronent  can  be  achieved  if 
prescribers  certify  a  brand’s  medical 
necessity  should  they,  on  the  basis  of  a 
comparative  medical  judgment,  deter¬ 
mine  that  a  particular  brand  of  a  multi¬ 
ple-source  drug  is  better  suited  than  the 
same  drug  from  other  sources  for  a  pa¬ 
tient’s  medical  needs.  Hits  does  not  mean 
that  a  prescrlber  has  to  certify  that  a 
prescribe  brand  is  the  imly  brand  of  a 
drug  product  that  wUl  be  effective  for. 
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or  tolerated  by,  a  patient,  or  as  suggested 
in  a  number  of  comments,  that  the  pre¬ 
scrlber  has  clinically  evaluated  all  avail¬ 
able  brands  of  multiple-source  drug 
products  to  make  the  certification  in  good 
faith.  It  does  mean  that  in  his  judgment 
there  is  a  genuine  medical  necessity  for 
the  brand  prescribed. 

The  Secretary  does  not  agree  that  a 
certification  requirement  is  an  interfer¬ 
ence  in  the  practice  of  medicine.  Its  sole 
purpose  is  to  assme  that  prescribers  rec¬ 
ognize  that  particular  brands  of  multi¬ 
ple-source  drug  products,  or  other  chem¬ 
ically  equivalent  drug  products,  may  be 
priced  above  applicable  MAC  limits.  It  is 
intended  that  on  the  basis  of  a  compara¬ 
tive  medical  judgment,  prescribers  will 
prescribe  a  particular  brand  of  a  mul¬ 
tiple-source  drug  only  when  that  brand 
of  drug  is  better  suited  than  the  same 
drug  from  other  sources  to  meet  a  pa¬ 
tient’s  medical  needs.  A  certification  re¬ 
quirement  does  not  restrict  or  hamper 
their  prescribing  judgmmts,  nor  does  it 
preclude  the  prescribing  of  particular 
brands  of  multiple-source  drug  products. 
On  the  contrary,  such  a  requirement  im¬ 
plicitly  recognizes  that  a  certain  brand 
of  a  drug  product  may  be  better  suited 
than  the  same  drug  from  other  sources 
for  the  treatment  of  a  patient  in  the  pre¬ 
scribing  phsrsician’s  judgment. 

Accordingly,  section  19.3(a)  is  clari¬ 
fied  to  provide  that  “the  MAC  estab¬ 
lished  for  any  drug  shall  not  apply  to  a 
brand  of  that  drug  prescribed  for  a  pa¬ 
tient  which  the  prescrlber  has  certified 
in  his  own  handwriting  is  medically  ne¬ 
cessary  for  that  patient.” 

79.  Several  ccHnments  criticize  the  cer¬ 
tification  provision  in  section  19.3(b)  of 
the  propo^  regulation  for  falling  to  out¬ 
line  the  exact  form  of  certification,  and 
for  falling  to  specify  to  whom  the, cer¬ 
tification  should  be  made  and  by  whom  it 
will  be  reviewed. 

*rhe  Secretary  advises  that  section  19.- 
3  (a)  of  the  flnal  regulation  is  Intended  to 
be  general  in  nature,  outlining  the  basic 
requirements  of  the  certification  proce¬ 
dure.  Procedures  are  outlined  in  the  con¬ 
forming  fdAC  regulations  of  the  Social 
and  Rehabilitation  Service,  the  Social  Se¬ 
curity  Administration,  and  the  PiRdic 
Health  Service  which  will  be  subse¬ 
quently  published  in  the  Fedexai.  Regxb- 
TEE  with  respect  to  the  form  of  certifica¬ 
tion. 

80.  A  comment  asks  whether  the  c&r- 
tiflcation  procedure  outlined  in  sei^on 
19.3(b)  of  the  proposed  regulation  may 
be  used  as  a  “blanket”  waiver  of  MAC 
limits  for  more  than  one  drug  and/or 
patient. 

Section  19.3(b)  of  the  proposed  regula¬ 
tion  and  sectiixi  19.3(a)  of  the  final  reg¬ 
ulation  clearly  indicate  that  each  certifi¬ 
cation  applies  to  a  specific  drug  and  a 
specific  patient.  A  “blanket”  waiver  at 
MAC  limits  is  not  authorized. 

81.  One  c(»nment  also  asks  how  the 
physician  certification  procedure  out¬ 
lined  in  section  19.3(b)  of  Uie  pr<H>osed 
regulation  will  be  applied  should  a  pre¬ 
scription  be  telephoned  to  a  pharmacist. 

Ihe  Secretary  concludes  that  reim¬ 
bursement  or  payment  wlU  not  be  based 
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on  an  established  MAC  if  a  drug  is  dis¬ 
pensed  in  response  to  a  telei^oned  pre¬ 
scription.  If  the  physician  prescribes  a 
psuticular  brand  of  a  multiple-source 
drug  for  a  patient,  and  if  the  phjrsician 
subsequently  certifies  the  brand’s  medi¬ 
cal  necessity  In  accordance  with  section 
19.3(a) .  as  amended  in  the  final  regula¬ 
tion. 

Establishment  or  Pharmaceutical  Re¬ 
imbursement  Board  and  Advisory  Com¬ 
mittee 

82.  Under  section  19.4  of  the  proposed 
regulation,  a  Pharmaceutical  Reimburse¬ 
ment  Board  and  a  Pharmaceutical  Reim¬ 
bursement  Advisory  CTommittee  are  es¬ 
tablished  in  the  OfBce  of  the  Assistant 
Secretary  for  Health.  The  Board,  con¬ 
sisting  of  five  full-time  Department  em¬ 
ployees  representing  the  principal  pro¬ 
gram  areas  Involved  in  developing  and 
implementing  cost  determinations,  is 
chaired  by  the  Assistant  Secretary  for 
Health.  As  proposed,  the  Committee  con¬ 
sists  of  ifine  members,  who  are  not  full¬ 
time  «nployees  of  the  United  States, 
representing  the  areas  of  pharmacy, 
pharmacology,  medicine,  pharmaceutical 
marketing,  public  health,  and  consumer 
affairs.  It  is  the  Committee’s  function  to 
advise  the  Board  on  the  appropriateness 
of  all  proposed  MAC  determinations; 
and,  upon  request,  to  advise  the  Secre¬ 
tary  and  the  Board  on  general  Depart¬ 
mental  policies  and  procedmes  in  reim¬ 
bursing  or  paying  the  cost  of  drugs  used 
in  health  programs  fimded  by  the  De¬ 
partment. 

83.  A  number  of  comments  suggest 
that  it  is  unnecessary  to  establish  a  Phar¬ 
maceutical  Reimbursement  Board  and  a 
Pharmaceutical  Advisory  Committee. 
One  of  these  comments  recommends  that 
section  19.4  be  amended  in  the  final  reg¬ 
ulation  to  establish  one  board  made  up 
of  government  and  non-govemment 
members.  Another  comment  recom¬ 
mends  that  the  Department  rely  on  out¬ 
side  consultants  to  advise  the  Board  on 
the  appropriateness  of  a  proposed  MAC 
rather  than  establish  an  Advisory  Com¬ 
mittee. 

One  comment  suggests  that  section 
19.4’s  provisions  creates  a  cumbersome 
committee  structure  which  will  encour¬ 
age  obfuscation  by  special  interests. 

The  Secretary  believes  that  the  Phar¬ 
maceutical  Reimbmsement  Advisory 
Committee  will  serve  as  a  useful  meaps 
of  furnishing  diverse  (pinions,  ideas,  and 
expert  advice  on  the  appropriateness  of 
proposed  MACi^s  as  well  as  (m  matters  re¬ 
lating  to  overall  Departmental  reim¬ 
bursement  and  payment  policies  for  pre¬ 
scribed  drugs  furnished  under  Federally 
funded  health  care  programs.  Its  mem¬ 
bers  will  render  advice  to  the  Board  on 
the  basis  of  the  knowledge  and  experi¬ 
ence  they  have  gained  by  working  in 
their  related  fields  of  competence. 

Although  it  is  permissible  to  consoli¬ 
date  the  proposed  Reimburs^nent  Board 
and  Pharmaceutical  Reimbursement  Ad¬ 
visory  C(Hnmlttee  so  that  the  Board  is 
composed  of  both  full-time  Oovemment 
employees  and  with  Intermittently  em¬ 
ployed  qiecial  Government  employees 
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acting  as  experts,  the  Secretary  believes 
that  such  an  arrangement  is  inadvisable. 
As  proposed,  the  Board  and  Advisory 
Committee  perform  two  separate  and 
distinct  functions.  The  Board’s  functions 
are  solely  operational,  while  the  Com¬ 
mittee  acts  only  in  an  advisory  capacity. 
If  the  Board  and  Committee  were  con¬ 
solidated,  these  4imctions  would  of 
necessity  become  commingled.  The  re¬ 
sult  would  be  a  lessening  of  the  value  of 
the  input  of  those  outside  members, 
necessitated  by  their  acting  in  two 
capacities,  as  advice  givers  and  as  de¬ 
cision  makers. 

Tlie  Secretary  further  advises  that  the 
Department  is  relying  on  outside  con¬ 
sultants  to  advise  the  Board  on  the  ap¬ 
propriateness  of  proposed  MACs.  Per¬ 
sons  who  are  not  full-time  Federal  em¬ 
ployees  in  fact  serve  as  consultants  if 
they  are  enlisted  by  the  Federal  govern¬ 
ment  to  render  advice  and  make  recom¬ 
mendations  as  members  of  Federal  ad¬ 
visory  committees. 

84.  A  niunber  of  comments  also  criti¬ 
cize  the  proposed  make-up  of  the  Phar¬ 
maceutical  Reimbursement  Advisory 
Committee.  One  comment  reccmimends 
that  section  19.4  be  amended  in  the  final 
regulation  to  specify  those  areas  from 
which  Committee  members  will  ulti¬ 
mately  be  selected.  Another  comment 
suggests  that  section  19.4  be  amended 
so  that  the  Committee  will  include  ex¬ 
perts  in  biopharmaceutics  and  clinical 
pharmacology  to  assure  that  the  Com¬ 
mittee  will  be  capable  of  dealing  with 
scientific  as  well  as  economic  Issues. 
Other  comments  suggest  that  the  Com¬ 
mittee  needs  more  medical  input,  and 
one  comment  recommends  that  section 
19.4  be  amended  so  that  the  Committee 
will  include  experts  in  hospital  pharmacy 
and  purchasing.  Comments  additicmally 
recommend  that  experts  in  pharmaceu¬ 
tical  wholesaling  be  included  among  the 
list  of  Committee  members. 

The  Secretary  advises  that  the  MAC 
regulation  does  not  preclude  the  selection 
of  Committee  members  from  those  areas 
specifically  mentioned  in  these  com¬ 
ments.  Committee  members  will  be 
chosen  to  provide  the  broadest  possible 
range  of  knowledge,  experience,  and 
judgment  in  the  general  areas  outlined 
in  section  19.4  of  the  final  regulation. 
Experts  in  the  areas  of  hospital  i^ar- 
macy  and  pharmaceutical  wholesaling  as 
well  as  in  the  areas  of  biopharmaceutics, 
clinical  pharmacology,  and  medicine 
could  be  among  those  persons  selected 
for  Committee  membership. 

In  addition  to  the  requirement  that 
Committee  members  possess  the  neces¬ 
sary  expertise  to  make  informed  Judg¬ 
ments  on  the  appropriateness  of  pro¬ 
posed  MACS,  the  only  condition  for  Com¬ 
mittee  membership  is  that  a  member  not 
have  a  financial  or  similar  Interest  in  a 
particular  matter  imder  the  CcHnmittee’s 
consideration.  Members  having  such 
interests  are  required  to  refrain  from 
participating  in  that  matter  in  any  way 
while  it  is  being  considered. 

The  Secretary  also  advises  that  section 
19.4  is  amended  in  the  final  regulation 
to  expand  the  Ccmimittee  from  nine  to 


fifteen  members  to  assure  adequate  rep¬ 
resentation  of  professional,  commercial, 
and  consumer  interests. 

Deterbonation  of  Maximum  Allowable 
Cost  Identification  of  Drugs 

85.  In  accordance  with  section  19.5(a) 
of  the  proposed  regulation,  the  Pharma¬ 
ceutical  Reimbursement  Board  begins  the 
MAC  determination  process  by  identify¬ 
ing  those  multiple-source  drugs  for 
which  there  are  or  may  be  significantly 
different  prices  charged  by  various  prod¬ 
uct  formulators  and  labelers,  and  for 
which  significant  amounts  of  F^eral 
funds  are  or  may  be  expended  xmder  the 
programs  and  for  the  activities  described 
in  section  19.1  of  the  proposed  regula¬ 
tion. 

86.  A  niunber  of  comments  suggest  that 
section  19.5(a)  be  amended  in  the  final 
regulation  to  define  the  limits  of  the 
Pharmaceutical  Reimbursement  Board’s 
discretion  in  finding  that  “significant 
amounts’’  of  F^eral  funds  are  or  “may 
be’’  expended  for  the  drug  and  that  “sig¬ 
nificantly  different’’  prices  are  or  “may 
be’’  charged  by  different  suppliers.  One 
comment  suggests  that  section  19.5(a) 
be  amended  to  add  two  new  subsections; 
19.5(a)  (i)  and  19.5(a)  (il).  Section  19.5 
(a)  (i)  would  define  “significant”  as: 
“the  actual  payment  on  an  annual  basis 
of  two  (2%)  percent  of  the  total  reim¬ 
bursement  for  drugs  under  programs  and 
for  the  activities  described  in  19.1.”  Sec¬ 
tion  19.5(a)  (il)  would  define  “signifi¬ 
cant”  as:  “at  least  a  ten  (10%)  percent 
difference  in  published  prices  for  thera¬ 
peutically  equivalent  products  as  set  out 
in  the  manufacturers  published  catalog, 
which  prices  have  been  actually  used  for 
billing  purposes  by  such  manufacturers 
for  a  perioa  of  time  not  less  than  three 
previous  calendar  months.” 

The  Secretary  concludes  that  the 
Board’s  discretion  under  section  19.5(a) 
is  appropriately  limited.  The  Board  must 
have  some  degree  of  fiexibillty  in  deter¬ 
mining  what  constitutes  “significant” 
and  must  exercise  its  Judgment  on  a 
case-by-case  basis.  No  useful  purpose 
would  be  served  by  assigning  percentage 
figures  to  the  term  “significant”,  in  the 
absence  of  Justification  for  taking  such 
action. 

Board  decisions  must  have  a  rational 
basis  and  cannot  be  arbitrary,  capricious, 
or  otherwise  not  in  accordance  with  the 
law.  Final  Board  decisions  are  subject  to 
Judicial  review  in  accordance  with  the 
Administrative  Procedure  Act,  5  U.S.C. 
701  et  seq.,  and  should  the  Board  im¬ 
properly  exercise  its  discretion  in  deter¬ 
mining  that  constitutes  “significant”,  its 
decision  may  be  overturned.  Accordingly, 
the  suggest^  definition  of  the  term  “sig¬ 
nificant”  is  not  adopted  in  the  final 
regulation. 

87.  One  comment  suggests  that  section 
19.5(a)  be  amended  in  the  final  regula¬ 
tion  to  enable  interested  persons  to  ini¬ 
tiate  the  MAC  determination  process  if 
they  believe  that  significant  amounts  of 
Federal  dollars  are  being  spent  for  mul¬ 
tiple-source  drugs  used  in  Federally  sub¬ 
sidized  health  care  programs  and  that 
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signiflcant  price  variations  exist  among 
those  particular  drug  products. 

The  Secretary  concludes  that  it  is  in¬ 
appropriate  for  persons  outside  the  De¬ 
partment  to  formally  petition  that  a 
MAC  determination  be  made  \mder  the 
procedures  outlined  in  section  19.5  of  the 
MAC  regulation  in  the  manner  sug¬ 
gested.  TTie  Initial  determination  to 
establish  a  MAC  limit  is  a  Departmental 
function,  relating  solely  to  ^e  admin¬ 
istration  of  Departmental  responsibili¬ 
ties.  Accordingly,  this  suggestion  is  not 
adopted  in  the  final  regulation. 

At  the  same  time,  however,  it  is  not 
Intended  that  Interested  members  of  the 
public  not  correspond  to  the  Board  to 
make  informal  requests  or  suggestions 
pertaining  to  the  establishment  of  MAC 
limits.  Informal  requests  and  suggestions 
will  be  handled  in  the  same  manner  as 
other  correspondence  submitted  to  the 
Department.  Indeed,  persons  and  organi¬ 
zations  are  encouraged  to  present  their 
views  and  suggestions  to  the  Board. 

Review  bt  the  Food  and  Drug 
'Administration 

88.  Under  section  19.5(b)  as  proposed, 
the  Food  and  Drug  Administration  is  to 
advise  the  Pharmaceutical  Reimburse¬ 
ment  Board  in  writing  of  any  pending  or 
anticipated  regulatory  activity,  includ¬ 
ing  the  establishment  of  a  bloavailabiUty 
requirement,  which  would  warrant  delay 
in  establishing  MAC  limits  for  particular 
multiple-source  drugs.  Food  and  Drug 
Administration  advice  is  solicited  by  the 
Board  for  each  multiple-source  drug  the 
Board  identifies  in  accordance  with  sec¬ 
tion  19.5(a),  as  noted  in  paragraph  85 
above.  In  the  absence  of  a  statement 
from  the  Food  and  Drug  Administration 
advising  delay,  the  Board  may  proceed 
to  establish  a  MAC  limit  for  any  identi¬ 
fied  drug. 

89.  Of  those  comments  received  per¬ 
taining  to  review  by  the  Food  and  Drug 
Administration,  many  suggest  that  sec¬ 
tion  19.5(b)  as  proposed  lacks  sufficient 
standards  and  does  not  go  far  enough  in 
spelling  out  Food  and  Drug  Adminlstra- 
tlon  resixMislbilities  in  the  MAC  deter¬ 
mination  process. 

The  Secretary  agrees  that  section 
19.5(b)  should  be  amended  in  the  final 
regulation  to  define  more  cleaiiy  the 
Food  and  Drug  Administration's  nde  in 
the  MAC  determination  process.  Under 
the  MAC  regulation,  the  Food  and  Drug 
Administration's  main  responsibility  is 
to  advise  the  Pharmaceutical  Reimburse¬ 
ment  Board  whether  thers  is  any  regula¬ 
tory  action,  either  pending  or  under  c(hi- 
sideration,  bearing  upon  the  marketabil¬ 
ity  of.  or  to  establish  a  bioequivalence  re¬ 
quirement  f<Mr,  each  drug  id«itified  by 
the  Board  in  accordance  with  section  19.5 
(a)  of  the  regulation  which,  in  the  Judg¬ 
ment  of  the  Food  and  Drug  Administra¬ 
tion.  is  a  reason  for  delaying  or  with¬ 
holding  the  establishment  of  a  MAC  for 
the  drug.  As  proposed,  section  19.5(b) 
did  not  explicitly  require  the  Food  and 
Drug  Administration  to  make  a  Judgment 
as  to  whether  any  such  action  is  a  reason 
for  <Maylng  or  wltldioldlng  the  estab¬ 
lishment  of  a  MAC.  Accordingly,  section 


19.5(b)  is  amended  in  the  final  regula- 
ticm  to  provide  that  the  Board  shall 
notify  the  Food  and  Drug  Administra¬ 
tion  in  writing  of  each  drug  identified  in 
accordance  with  section  19.5(a) ;  and, 
that,  in  response  to  each  such  notifica¬ 
tion,  the  Food  and  Drug  Administration 
“shall  advise  the  Board  in  writing 
whether  there  is  any  regulatory  action, 
either  pending  or  imder  consideration, 
bearing  upon  the  marketability  of,  or  to 
establish  a  bioequivalence  requirement 
for,  the  drug  and  shall  further  advise 
the  Board  whether,  in  the  Judgment  of 
the  Food  and  Drug  Administration,  any 
such  action  is  a  reason  for  delaying  or 
withholding  the  establishment  of  a  MAC 
for  the  drug,”  Section  19.5(c)  is  also 
amended  in  the  final  regulation  to  pro¬ 
vide  that  the  Board  shall  proceed  to 
establish  a  MAC  for  a  ptartlcular  drug 
(Hily  if  the  Food  and  Dnig  Administra¬ 
tion  has  not  advised  delaying  or  with¬ 
holding  the  establishment  of  a  MAC  for 
that  drug. 

90.  One  comment  recommends  amend¬ 
ing  section  19.5(b)  in  the  final  regulation 
to  require  the  Food  and  Drug  Adminis¬ 
tration  to  demonstrate  that  there  is  sub¬ 
stantial  evidence  that  a  multiple-source 
drug  is  bioequivalent,  and  can  be  freely 
substituted  for  another  with  minimum 
risk  to  the  patient. 

The  Secretary  concludes  that  the  re¬ 
lated  issues  of  drug  effectiveness,  drug 
quality,  bioequivalence,  and  general  reg¬ 
ulatory  control,  by  the  Food  and  Drug 
Administration  are  properly  dealt  with 
in  Food  and  Drug  Administration  regula¬ 
tions  and  not  in  the  MAC  regulation.  As 
noted  in  paragraph  5,  under  Food  and 
Drug  Administration  requirements,  data 
establishing  bioequivalence  among  phar¬ 
maceutical  equivalents  or  alternatives  are 
required  whenever  there  is  a  good  rea- 
8(m  to  believe  that  such  bloequlvalence  is 
lacking.  To  erect  a  wholly  unnecessary 
trade  barrier,  by  requlrli^  such  evidence 
where  there  is  no  rational  scioitific  basis 
for  it,  would  serve  no  useful  public  pur¬ 
pose. 

91.  Several  comments  suggest  that  sec¬ 
tion  19.5(b)  be  amended  to  require  the 
Food  and  Drug  Administration  to  certify 
the  safety,  effectiveness,  and  therapeutic 
equivalence  of  each  di'ug  product  for 
which  delay  in  establishing  a  MAC  is  not 
advised. 

As  indicated  in  paragraphs  5  and  8. 
the  experience  of  the  Food  and  Drug 
Administration  demonstrates  that  it  is 
unnecessary  for  the  Food  and  Drug  Ad¬ 
ministration  to  certify  the  safety,  effect- 
tlveness,  and  therapeutic  equivalence  of 
all  MAC  listed  drugs  to  assure  their  safe¬ 
ty  and  effectiveness.  Whatever  defects 
exist  in  current  marketed  products  are 
found  randomly  throughout  the  drug 
supply  by  the  Food  and  Drug  Adminis¬ 
tration  in  accordance  with  its  regulatory 
control  activities.  It  is  sufficient  that  the 
Food  and  Drug  Administration  assure  the 
Pharmaceutical  Reimbursement  Board 
that  present  Food  and  Drug  Administra¬ 
tion  regulatory  control  will  assure  safety, 
effectiveness,  and  quality  of  all  MAC  list¬ 
ed  drugs  in  accordance  with  the  proce¬ 
dures  outlined  in  section  19.5  (b)  of  the 


MAC  regulation  as  noted  and  explained 
in  paragraph  89. 

92.  A  comment  urges  amendment  of 
section  19.5(b)  in  the  final  regulation  to 
require  the  Food  and  Drug  Administra¬ 
tion  to  identify  MAC  candidates  in  a 
Federal  Register  publication,  and  to 
make  a  request  for  data  pertirinlng  to 
bloequlvalence  and  quality  from  all  in¬ 
terested  parties  so  that  such  determina¬ 
tions  can  be  made  on  a  broad  base. 

The  Secretary  concurs  with  the  intent 
of  this  suggestion.  As  noted  in  paragraph 
5.  the  Food  and  Drug  Administration  has 
recently  proposed  regulations  (40  FR 
26157,  40  FR  26164)  that  will  identify 
those  drugs  for  which  there  are  known 
or  suspected  bloavailabiUty  or  other  spe¬ 
cial  manufacturing  problems.  These  reg¬ 
ulations  permit  Interested  persons  to 
comment  on  the  drugs  so  identified,  and 
to  petition  for  addition  of  other  drugs 
to  the  list.  Accordingly,  aU  Interested 
persons  will  have  an  opportunity  to  par¬ 
ticipate  in  this  process. 

93.  A  comment  urges  that  section  19.5 
(b)  be  amended  in  the  final  regulation 
to  provide  that  the  Pharmaceutical  Re¬ 
imbursement  Board  require  the  Food  and 
Drug  Administration  to  submit  a  writ¬ 
ten  statement  for  each  drug  product 
Identified  in  accordance  with  section  19.5 
(a),  setting  out  in  detail:  (1)  manufac¬ 
turing  standards  for  the  drug,  (2)  test¬ 
ing  standards  for  the  drug,  (3)  packag¬ 
ing  standards  for  the  drug,  and  (4)  tests 
required  to  establish  the  therapeutic 
equivalence  of  the  drug. 

The  Secretary  again  concludes  that 
these  matters  are  Issues  relating  to  the 
regulatory  control  of  aU  drugs  by  the 
Food  and  Drug  Administration,  and  thus 
are  not  matters  for  independent  consid¬ 
eration  under  the  MAC  regulation.  It  is 
sufficient  that  the  I^armaceuttcal  Reim¬ 
bursement  Board  is  assured  by  the  Food 
and  Drug  Administration  that  present 
regulatory  control  will  assure  the  safety, 
effectiveness,  and  quality  of  all  MAC 
listed  drugs.  The  Board  is  not  independ- 
entiy  qualified  to  determine  the  adequacy 
of  regulatory  controls,  and  thus  any  de¬ 
tailed  requirements  of  this  type  would 
be  Inappropriate  in  the  MAC  regulation. 

94.  Another  comment  suggests  that 
section  19.5(b)  be  amended  to  provide 
that  the  Board  shall  establish  a  MAC 
unless  it  determines  that  it  would  be 
“inaiHiropriate  for  that  drug"  for  the 
reasons  stated  in  the  pitHMsal.  “or  by 
reason  of  any  other  relevant  factor  bear¬ 
ing  (m  pharmaceutical  interchangeabil¬ 
ity  of  that  drug,  when  marketed  or  s(rid 
by  any  other  formulator  thereof,  with 
that  drug  when  marketed  or  sold  by  uiy 
formulator.”  The  change  is  recommended 
to  give  the  Board  more  flexibility  in  es- 
taMishing  a  MAC  limit  so  that  if.  for  in¬ 
stance,  the  Food  and  Ihrug  Administra- 
ti(m  were  not  planning  any  regulatory 
activity  with  respect  to  a  particular 
multlple-souroe  drug  product  but  were 
conducting  or  consideriiig  a  study  of  that 
particular  drug,  the  Board  could  in  its 
discretion  determine  whether  delay  in 
establishing  a  MAC  is  warranted. 

The  Secretary  concludes  that  such  Jus¬ 
tification  for  delaying  a  MAC  Is  too  spec¬ 
ulative  and  too  far  removed  to  require 
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that  such  determinations  be  made.  Also, 
as  noted  in  paragraidi  93  above,  the 
Pharmaceutical  Reimbiusement  Boud  is 
not  independently  qualified  to  comment. 
Accordingly,  this  suggestion  is  not 
adopted  in  the  final  MAC  regulation. 

95.  A  comment  states  that  section  19.5 
(b)  be  amended  to  provide  that  the  re¬ 
quired  written  statement  from  the  Food 
and  Drug  Administration,  including  data 
upon  which  the  agency  has  based  its  con¬ 
clusion  that  it  is  necessary  to  establish 
a  bioavailability  requirement,  including 
bioavailability  data  of  specific  formula- 
tors  or  labelers,  shall  be  made  part  of  the 
public  record  assembled  in  determining  a 
MAC. 

The  Secretary  concludes  that  it  would 
be  inappropriate  and  imnecessary  to  re¬ 
peat,  in  the  record  supporting  a  MAC  de¬ 
termination,  all  of  the  bioavailability 
data  that  will  be  considered  by  the  Pood 
and  Drug  Administration  in  making  its 
determinations  of  drug  quality.  Such 
data  and  Information  are  properly  placed 
on  public  file  in  connection  with  the 
establishment  of  specific  bioavailability 
and  other  regulatory  requirements  by  the 
Food  and  Drug  Administration.  Accord¬ 
ingly,  this  suggestion  is  not  adopted. 

Proposed  MAC  I>etermination 

96.  For  the  purpose  of  establishing  a 
pr(^x)6ed  MAC  and  in  accordance  with 
section  19.5(c)  of  the  proposed  regula¬ 
tion,  the  Board  determines  the  lowest 
unit  price  at  which  a  multiple-source 
drug  Is  widely  and  consistently  available 
to  providers  toroughout  the  Nation.  That 
lowest  imlt  price  is  the  proposed  MAC 
for  that  drug.  Separate  MAC  determina- 
ti(ms  are  made  if  the  Board  determines 
that  a  drug  is  in  fact  unavailable  to  pro¬ 
viders  in  one  or  more  localities  at  that 
lowest  unit  price  but  Is  widely  and  con¬ 
sistently  available  to  providers  elsewhere 
at  that  price.  In  making  MAC  determi- 
natkms,  the  Boeuxl  may  consider  any 
relevant  information  including  puUished 
and  tmpublished  data  regarding  the 
market!^  and  sales  price  of  specific  dos¬ 
age  forms  and  strengths  of  dinigs. 

97.  Numerous  ccmunents  question  this 
provision  as  proposed.  One  comment  asks 
whether  the  “lowest  imit  price”  is  to  be 
determined  on  the  basis  of  large,  me¬ 
dium,  or  small  quantity  p\u*cha^  of 
drugs  by  inroviders,  and  what  sources  or 
criteria  the  Board  will  consider  in  deter¬ 
mining  this  price.  Another  ccmunent  asks 
whether  different  MAC  detmninations 
will  be  made  for  different  classes  of  pro¬ 
viders.  And  still  other  comments  ask  how 
“lowest  imlt  price”  at  which  the  drug  is 
“widely  and  c(xisistently  availaUe”  will 
be  applied  or  related  to  MAC  prices  for 
different  localities.  One  ccanment  rectun- 
mends  that  section  19.5(c)  be  revised  in 
the  final  regulation  to  provide  for  the 
establishment  of  a  series  of  MAC  levels, 
one  tor  hospitals,  another  for  pharma¬ 
ceutical  chains,  and  a  group  devel<H)ed  to 
reflect  the  costs  experienced  by  lar^  and 
small  volume  Independent  pharmacies 
segregated  as  to  luhan  and  rural  loca¬ 
tions. 

The  Secretary  advises  that  the  MAC, 
or  the  lowest  unit  price  at  which  the 


drug  is  widely  and  ccmslstently  availaUe, 
will  refiect  the  lowest  national  price  (or 
local  price,  should  separate  MAC  de- 
terminatlcm  be  made  for  particular  local¬ 
ities)  at  which  providers  can  obtain  a 
consistently  available  sui^ly  of  a  drug 
product.  As  noted  in  paragraph  101,  sec¬ 
tion  19.5(c)  is  amended  in  the  final  reg- 
ulatiMi  to  provide  that  this  determina¬ 
tion  will  be  based  on  the  package  size  of 
drug  most  frequently  purchased  by  pro¬ 
viders.  Lowest  unit  price  determinations 
will  be  made  on  the  basis  of  available 
published  and  unpublished  drug  price 
and  marketing  information. 

The  Secretary  advises  that  the  Board 
will  not  make  separate  MAC  determina¬ 
tions  for  different  classes  of  providers. 

It  is  important  to  note  in  this  regard 
that  reimbursement  or  payment  for  mul¬ 
tiple-source  drugs  furnished  imder  Fed¬ 
erally  subsidized  health  care  programs 
may  not  necessarily  be  based  on  the  es¬ 
tablished  MAC  limit.  The  MAC  limit  is 
the  “upper  limit”  on  which  reimburse¬ 
ment  or  payment  for  these  drugs  will  be 
based.  Where  a  provider  obtains  a  mul¬ 
tiple-source  drug  at  a  price  lower  than 
the  established  MAC  limit,  reimburse¬ 
ment  or  payment  is  limited,  as  noted  in 
paragraph  70,  to  the  lower  of  (1)  the  ac¬ 
quisition  cost  of  the  drug  plus  a  reason¬ 
able  dispensing  fee,  or  (2)  the  provider’s 
usual  and  customary  charge  to  the  gen¬ 
eral  public  for  the  drug, 

98.  One  comment  recommends  that 
section  19.5(c)  be  amended  in  the  final 
regulation  to  require  the  Food  and  Drug 
Administration  to  review  Board  deter¬ 
minations  that  multiple -source  drugs  to 
be  proposed  for  MAC  listing  are  “widely 
and  consistently  available.” 

The  Secretary  concludes  that  such  re¬ 
view  is  unnecessary  and  inappropriate. 
Board  determinations  under  tills  para¬ 
graph  are  based  solely  on  economic  con¬ 
siderations,  or  on  issues  relating  to  drug 
price  and  drug  supply.  Issues  properly 
considered  pertain  to  the  availability  of 
drug  products  to  providers  at  various 
prices  throughout  the  nation  or  in  par¬ 
ticular  localities.  The  Board  has  the  ex¬ 
pertise  to  make  independent  determina¬ 
tions  in  this  regard. 

99.  A  comment  also  recommends  that 
section  19.5(c)  be  amended  to  provide 
that  the  Board  shall  make  a  formal  find¬ 
ing  that  the  drug  product  to  be  proposed 
for  MAC  listing  does  not  present  any  bio- 
equivalence  or  other  regulatory  problems. 

The  Secretary  again  concludes  that  it 
is  imnecessary  and  inappropriate  for  the 
Board  to  make  such  a  ^ding.  As  noted 
in  paragraph  93  the  Pharmaceutical  Re¬ 
imbursement  Board  is  not  qualified  to 
determine  independently  whether  drug 
products  under  consideration  for  MAC 
listing  present  bioequivalence  or  other 
regulatory  problems.  Such  determina¬ 
tions  are  properly  left  to  the  Food  and 
Drug  Administration.  Moreover,  as  noted 
In  paragraph  8&»Jiie  Food  and  Drug  Ad¬ 
ministration  is  required  to  advise  the 
Board  whether  there  is  any  regulatory 
action,  either  pending  or  under  consid¬ 
eration,  bearing  upcm  the  marketability 
of.  or  to  establish  a  bioequivalence  re¬ 
quirement  for,  each  drug  the  Board  Iden¬ 


tifies  as  a  potential  MAC  candidate 
which,  in  the  judgment  of  the  Food  and 
Drug  Administration  is  a  reason  for  de¬ 
laying  or  withholding  the  establishment 
of  a  MAC  for  the  drug.  Food  and  Drug 
Administration  advice  and  determina¬ 
tions  in  this  regard,  is,  in  effect,  a  find¬ 
ing  that  the  drug  to  be  proposed  for  MAC 
listing  either  does  or  does  not  present 
any  bioequivalence  or  other  regulatory 
problems. 

100.  A  comment  recommends  that  sec¬ 
tion  19.5(c)  be  amended  in  the  final  reg¬ 
ulation  to  provide  that  a  separate  MAC 
determination  for  a  particular  locality 
shall  not  be  lower  than  the  MAC  to  be 
used  as  a  basis  for  reimbursement  or  pay¬ 
ment  for  the  same  drug  in  other  areas  or 
nationally. 

The  Secretary  advises  that  under  sec¬ 
tion  19.5(c)  of  the  proposed  regulation, 
separate  MAC  determinations  were  to  be 
made  by  the  Pharmaceutical  Reimburse¬ 
ment  Board  if  providers  in  a  particular 
locality  could  not  obtain  a  consistently 
available  supply  of  a  drug  product  at  the 
same  lowest  unit  price  at  which  providers 
could  obtain  the  drug  in  other  areas  or 
nationally.  Section  19.5(c)  of  the  final 
regulation  also  includes  this  provision. 
Accordingly,  section  19.5(c)  of  the  pro¬ 
posed  regulation  and  section  19.5(c)  of 
the  final  regulation  refiect  the  view  ex¬ 
pressed  in  the  comment. 

101.  One  comment  suggests  that  sec¬ 
tion  19.5(c)  be  amended  in  the  final  reg¬ 
ulation  to  require  the  Pharmaceutical 
Reimbursement  Board  to  make  its  lowest 
unit  price  determinations  on  the  basis  of 
the  most  frequently  purchased  package 
size  of  drug  by  providers. 

The  Secretary  concurs  with  this  sug¬ 
gestion  and  advises  that  section  19.5(c) 
has  been  so  amended  in  the  final  reg¬ 
ulation.  The  Secretary  agrees,  as  is  sug¬ 
gested  in  this  comment,  that  such  a  pro¬ 
vision  will  help  assure  that  MAC  limits 
are  set  at  levels  which  realistically  repre¬ 
sent  costs  to  providers. 

102.  Another  comment  suggests  that 
section  19.5(c)  be  amended  in  the  final 
regulation  to  provide  that  the  Pharma¬ 
ceutical  Reimbursement  Board  shall 
make  its  MAC  determinations  on  the 
basis  of  sales  price  information  required 
from  manufacturers. 

The  Secretary  concludes  that  there  is 
nothing  in  the  MAC  regulation’s  author¬ 
izing  legislation  which  would  permit 
the  Department  to  require  drug  manu¬ 
facturers  to  submit  sales  price  informa¬ 
tion  to  the  Board  for  the  purpose  of 
establishing  MAC  limits.  Accordingly, 
this  suggestion  is  not  adopted  in  the  final 
regulation. 

103.  A  comment  suggests  that  section 
19.5(c)  be  amended  in  the  final  regula¬ 
tion  to  require  the  Pharmaceutical  Re¬ 
imbursement  Board  to  propose  separate 
MAC  limits  for  particular  localities  if  it 
anticipates  that  a  drug  will  not  be  avail¬ 
able  in  a  locality  at  the  lowest  unit  price 
at  which  the  drug  is  widely  and  con¬ 
sistently  available  to  providers  through¬ 
out  the  nation  at  the  time  that  the 
lowest  unit  price,  or  MAC,  is  proposed 
or  established. 

The  Secretary  agrees  and  advises  that 
section  19.5(c)  is  amended  accordingly. 
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Such  an  amendment  will  provide  the 
Board  vrlth  sufficient  flexibility  to  take 
Into  accoimt  the  fact  that,  although  a 
drug  Is  available  at  the  same  lowest  unit 
price  in  a  particular  locality  at  which 
It  Is  available  elsewhere  at  the  time  a 
MAC  limit  for  the  drug  is  being  consid- 
erecu  a  marketing  trend  indicates  that 
the  drug  will  not  be  so  available  in  the 
near  future.  This  amendment  will  also 
preclude  the  Board  from  having  to  con¬ 
tinuously  propose  separate  MAC  deter¬ 
minations  for  particular  localities  soon 
after  a  MAC  determination’s  final  adop¬ 
tion  because  of  the  occurrence  of  events 
which  the  Board  had  expected  to  occur 
at  the  time  that  it  was  making  its  lowest 
unit  price  determinations,  or  MAC  de¬ 
terminations,  for  the  drug. 

104.  A  comment  recommends  that 
MAC  limits  reflect  the  lowest  unit  price 
at  which  a  drug  is  nationally  available 
from  a  “major”  pharmaceutical  manu¬ 
facturer  who  does  pharmaceutical 
research. 

The  Secretary  concludes  that  the  “low¬ 
est  unit”  price,  or  MAC,  should  reflect 
the  “lowest  unit”  price  at  which  a  drug 
Is  widely  and  consistently  available  to 
providers  throughout  the  nation,  or  in 
particular  localities.  That  price  may  or 
may  not  reflect  the  price  at  which  a  drug 
is  nationally  available  from  a  “major” 
pharmaceutical  manufacturer  doing 
pharmaceutical  research. 

105.  A  few  comments  criticize  section 
19.5(c)  as  proposed,  asserting  that  its 
provisions  are  impermissibly  vague  and 
ambiguous,  and  that  it  fails  to  provide 
adequate  standards  to  guide  the  Board 
in  determining  the  lowest  unit  price  at 
which  a  drug  is  widely  and  consistently 
available  on  either  a  national  or  loc£d 
basis. 

The  Secretary  disagrees.  As  noted  in 
paragraph  97  above,  the  Board  will  de¬ 
termine  the  lowest  unit  price  at  which 
any  provider  throughout  the  nation  can 
obtain  a  consistently  available  supply  of 
a  drug  product  in  the  package  size  in 
which  the  drug  is  most  frequently  pur¬ 
chased  by  providers  by  reviewing  drug 
price  and  marketing  information.  Should 
such  review  reveal  that  providers  can¬ 
not  obtain  a  consistently  available  supply 
of  a  particular  drug  product  at  that  price 
In  a  locality,  or  geographical  area,  as 
can  providers  elsewhere,  a  separate  MAC 
determination  will  be  made  by  the  Board 
for  that  locality.  That  MAC  will  reflect 
the  lowest  unit  price  at  which  providers 
In  that  geographical  area  can  obtain  a 
consistently  available  supply  of  the  drug 
in  the  package  size  most  frequently  pur¬ 
chased  by  providers  in  that  geographical 
area. 

Pharmaceutical  Reimbursement 
Advisory  Committee  Review 

106.  In  accordance  with  section  19.5 
(d)  as  prop(»ed,  the  Board  submits  its 
proposed  MAC  for  a  drug,  together  with 
any  data  or  information  it  relied  upon 
in  making  its  determination,  to  the 
Pharmaceutical  Reimbursement  Advi¬ 
sory  CTommittee  for  its  advice  and  rec¬ 
ommendations.  AH  Advisory  Committee 
meetings  are  open  to  the  public.  After 


considering  the  Committee’s  advice  and 
recommendations,  the  Board  determines 
whether  a  MAC,  or  a  modification  of  a 
MAC.  should  be  proposed  for  adoption 
in  accordance  with  section  19.5(e)  of 
the  proposed  regulation. 

107.  A  few  comments  suggest  that 
section  19.5(d)  be  amended  in  the  final 
regulation  to  define  more  clearly  the 
Committee’s  responsibilities  in  render¬ 
ing  its  advice  and  recommendations  to 
the  Pharmaceutical  Reimbursement 
Board.  Other  comments  suggest  that  sec¬ 
tion  19.5(d)  as  proposed  places  too  little 
authority  in  the  Advisory  'Committee. 

One  comment  recommends  amending 
section  19.5(d)  in  the  final  regulation 
to  require  the  Advisory  Committee  to 
report  directly  to  the  Secretary  on  all 
pro(>osed  MAC  determinations  submitted 
to  the  Committee  by  the  Board  for  its 
advice  and  recommendations. 

The  Secretary  concludes  that  it  Is 
unnecessary  and  inappropriate  to  fully 
outline  the  Committee’s  responsibilities 
in  section  19.5(d)  of  the  MAC  regulation. 
Section  9(c)  of  the  Federal  Advisory 
Committee  Act  provides  that  no  advi¬ 
sory  committee  shall  meet  or  take  any 
action  until  its  charter,  containing  a  fuU 
description  of  the  duties  for  which  it  is 
responsible,  is  prepared  and  filed.  Copies 
of  all  committee  charters  are  maintained 
at  the  Library  of  Congress  and  also  are 
furnished  to  the  appropriate  standing 
committees  of  the  Senate  and  House  of 
Representatives.  Accordingly,  all  Phar¬ 
maceutical  Reimbursement  Advisory 
Committee  functions  will  be  properly 
detailed  and  reported. 

Under  the  MAC  regulation,  the  Phar¬ 
maceutical  Reimbursement  Board  is 
charged  with  the  responsibility  of  estab¬ 
lishing  a  MAC  for  each  multiple-source 
drug  which  is  available  from  different 
formulators  or  labelers  at  significantly 
different  prices,  and  for  which  signifi¬ 
cant  amounts  of  Federal  funds  are  be¬ 
ing  expended.  The  Secretary  believes 
that  because  the  Board  is  charged  with 
this  responsibility,  it  should  have  the 
benefit  of  an  Independent  source  of  ad¬ 
vice.  As  noted  in  paragraph  83,  the  Com¬ 
mittee  will  Include  members  with  a 
diversity  of  professional  experience  and, 
on  the  basis  of  its  expertise,  will  pro¬ 
vide  the  Board  with  a  balanced  and 
knowledgeable  view  on  the  appropriate¬ 
ness  of  a  proposed  MAC. 

Accordingly,  the  Secretary  additionally 
concludes  that  the  Committee  should  re¬ 
port  directly  to  the  Board  on  the  ap¬ 
propriateness  of  all  proposed  MAC 
determinations. 

108.  A  comment  recommends  that  sec¬ 
tion  19.5(d)  be  amended  in  the  final 
regulation  to  require  Pharmaceutical 
Reimbursement  Advisory  Committee 
meetings  to  be  noticed  in  the  Federal 
Register. 

The  Secretary  advises  that  notice  of 
Advisory  Committee  meetings  will  be 
publish^  in  the  Federal  Register  in  ac¬ 
cordance  with  section  10  of  the  Federal 
Advisory  Committee  Act. 

Notice,  Comment,  and  Hearing 

109.  Under  section  19.5(e)  of  the  pro¬ 
posed  regulation,  all  proposed  MAC  de¬ 


terminations  are  required  to  be  published 
as  a  notice  in  the  Federal  Register.  In¬ 
terested  persons  and  organizations  are 
invited  to  submit  written  comments  on 
each  proposal.  In  accordance  with  sec¬ 
tion  19.5(f)  as  proposed.  Interested  per¬ 
sons  or  organizations  may  also  request 
an  informal  hearing  on  whether  a  dif¬ 
ferent,  or  any,  MAC  should  be  estab¬ 
lished  for  any  drug  described  in  the  no¬ 
tice.  The  Board  may  grant  a  request  for 
a  hearing  if  it  believes  that  its  delibera¬ 
tions  or  determinations  in  establishing  a 
MAC  will  be  aided.  As  provided  in  sec¬ 
tion  19.5(g)  of  the  proposed  regulation, 
hearings  may  be  held  before  the  full 
Board,  a  panel  of  three  or  more  Board 
members,  or  an  administrative  law  judge. 
Persons  or  organizations  wishing  to 
appear  at  the  hearing  must  submit  writ¬ 
ten  statements  to  the  Board  Identifying 
the  evidence  and  arguments  they  wish  to 
present.  Hearing  participants  are  select¬ 
ed  by  the  hearing  official  or  officials  on 
the  basis  of  these  written  submittals.  All 
hearings  are  open  to  the  public,  and  a 
written  record  is  to  be  kept  of  the  pro¬ 
ceedings. 

110.  One  comment  asserts  that  section 
19.5(e)  as  proposed  falls  to  provide  suf¬ 
ficient  time  for  the  submission  of  com¬ 
ments  and  hearing  requests  to  the  Phar¬ 
maceutical  Reimbursement  Board,  and 
recommends  that  the  30  day  limit  be  ex¬ 
tended  in  the  final  regulation.  Another 
comment  suggests  that  section  19.5(f)  be 
amended  in  the  final  regulation  to  re¬ 
quire  the  Board  to  publish  a  notice  in  the 
Federal  Register  at  the  end  of  the 
comment  period  inviting  hearing  re¬ 
quests.  on  proposed  MACs  at  that  time. 

The  Secretary  concludes  that  30  days 
is  ample  time  for  Interested  persons  and 
organizations  to  submit  comments  and 
hearing  requests  on  proposed  MAC  de¬ 
terminations  to  the  Pharmaceutical  Re¬ 
imbursement  Board  under  ordinary  cir¬ 
cumstances.  To  extend  the  comment  and 
hearing  request  period  beyond  the  pro¬ 
posed  30  days  without  justification  for 
doing  so  would  unduly  prolong  the  MAC 
determination  process.  Although  exten¬ 
sions  of  time  will  not  routinely  be 
granted,  the  Board  may  in  its  discretion 
extend  the  30  day  comment  and  hearing 
period  on  a  proposed  MAC  for  good  cause 
in  particular  cases. 

111.  A  number  of  comments  criticize 
the  notice,  comment,  and  hearing  pro¬ 
visions  outlined  in  section  19.5  of  the 
proposed  regulation,  asserting  that 
more  opportunity  for  public  participa¬ 
tion  in  the  MAC  determination  process  is 
required.  One  comment  suggests  that 
the  setting  of  MAC  limits  is  sufficiently 
analogous  to  rate  regulation  to  warrant 
the  provision  of  a  formal  type  hearing 
prior  to  final  agency  action.  Another 
comment  suggests  that  a  full  eviden¬ 
tiary  hearing  with  an  opportunity  for 
cross-examination  on  a  proposed  MAC  is 
warranted  at  a  minimum  with  respect 
to  Issues  of  quality,  bloavallabillty,  and 
therapeutic  equivalence  for  all  drugs 
proposed  for  MAC  listing. 

The  Secretary  concludes  that  formal 
trial  t3rpe  hearings  are  generally  required 
under  the  Administrative  Procedure  Act, 
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5  U.S.C.  553  et  seq.,  only  when  the  sub¬ 
stance  of  admlnistratlTe  action  Involves 
review  of  Individual  conduct  or  when 
Congress  has  by  legislation  provided  th^ 
administrative  hearings  be  held  “on  the 
record."  Trial  type  hearings  are  not  re¬ 
quired  during  rulemaking  involving 
broad  policy  considerations.  It  is  suffi¬ 
cient,  in  most  cases,  that  interested  per¬ 
sons  be  given  the  opportunity  to  partici¬ 
pate  in  the  rulemaking  through  the 
submission  of  written  data,  views,  or 
arguments  with  or  without  opportimity 
for  oral  presentation. 

The  Secretary  recognizes,  however, 
that  courts  are  moving  away  from  these 
rigid  standards,  and  are  indicating  that 
when  the  substance  of  an  agency’s  rule- 
making  Involves  complex  or  controversial 
Issues,  fairness  may  require  greater  op¬ 
portunity  for  public  participation.  At 
the  same  time,  courts  have  avoided  im¬ 
posing  strict  standards  for  agency  hear¬ 
ing  procedures,  when  Congress  has  not 
specified  a  hearing  requirement,  to  give 
agencies  wide  latitude  in  choosing  which 
procedures  are  best  suited  for  resolving 
Issues  in  particular  circiunstances. 

Accordingly,  section  19.5  of  the  pro¬ 
posed  regulation  includes  a  provision  for 
an  informal  hearing.  Such  a  hearing 
would  permit  interested  persons  or  or¬ 
ganizations  to  orally  present  their  views 
and  arguments  on  proposed  MAC  deter¬ 
minations,  without  undue  elongation  of 
the  proceedings,  should  the  Board  deter¬ 
mine  that  such  a  proceeding  would  aid 
in  its  MAC  deliberations  and  determina¬ 
tions. 

The  Secretary  does  not  believe  that 
more  oiH>ortunity  for  public  participation 
in  the  MAC  determination  process  is  re¬ 
quired.  There  is  nothing  in  the  MAC 
regulation’s  enabling  legislation  which 
indicates  that  Congress  intends  that  a 
formal  hearing  be  held  at  any  stage  dur¬ 
ing  this  process.  Furthermore,  the  Sec¬ 
retary  concludes  that  the  setting  of  a 
MAC  is  not  sufficiently  anal(«ous  to  rate 
regulation  to  warrant  a  formal  type 
hearing.  The  Pharmaceutical  Reimburse¬ 
ment  Board  is  not  fixing  the  amount  of 
dollars  manufacturers  or  suppliers  may 
charge  for  prescribed  drugs  furnished 
under  Federally  fimded  health  care  pro¬ 
grams.  Rather,  the  Board  is  only  deter¬ 
mining  “upper  limits”  on  Federal  reim¬ 
bursement  or  payment  for  certain  of 
those  prescribed  dnigs. 

Mweover,  the  Secretary  does  not  be¬ 
lieve  that  the  setting  of  a  MAC  will  in¬ 
volve  issues  which  may  warrant  more 
public  participation.  As  has  been  previ¬ 
ously  noted,  the  Pharmaceutical  R»m- 
bursement  Board’s  two  principal  respon¬ 
sibilities  in  proposing  a  MAC  deter¬ 
mination  are  to:  (1)  identify  those 
multiple-source  drugs  for  which  signifi¬ 
cant  amounts  of  Federal  dollars  are 
being  expended  and  for  which  for- 
mulators  or  labelers  charge  signifi¬ 
cantly  different  prices,  and  (2)  deter¬ 
mine  the  lowest  unit  price  at  which  those 
drugs  are  widely  and  consistently  avail¬ 
able  to  providers  on  a  national,  and  when 
appropriate,  local  basis.  Ihese  deter¬ 
minations  typically  Involve  economic 
considerations,  of  issues  relating  to  drug 


price  and  drug  supi^y.  or  the  availabil¬ 
ity  of  drug  products  to  providers 
throughout  the  nation  or  in  particular 
localities  at  various  prices.  The  Board 
does  not  make  independent  determina¬ 
tions,  at  any  stage  during  the  MAC  de¬ 
termination  process  relating  to  issues  of 
drug  quality,  safety. '  bioavailabillty,  or 
other  mattei’s  pertaining  to  Food  and 
Drug  Administration  regulatory  controL 
As  noted  in  paragraph  89,  the  Board 
solicits  the  advice  of  the  Food  and  Drug 
Administration,  prior  to  making  any  low¬ 
est  unit  price  determinaticms,  as  to 
whether  there  is  any  regulatory  action, 
either  pending  or  under  consideration, 
bearing  upon  the  marketability  of.  or  to 
establish  a  bioequivalence  requirement 
for,  each  drug  Identified  by  the  Board 
in  accordance  with  section  19.5(a).  If, 
in  the  Judgment  of  the  Food  and  Drug 
Administration,  any  such  activity  is  a 
reason  for  delaying  or  withhold!^  the 
establishment  of  a  MAC  for  a  drug,  a 
MAC  determination  is  not  made  or  pro¬ 
posed  for  adoption  by  the  Board  for  that 
drug. 

For  this  reason,  it  is  intended  that  the 
Board  will  seek  the  advice  of  the  Food 
and  Drug  Administration  when  consider¬ 
ing  comments,  data  or  hearing  requests, 
submitted  on  a  proposed  MAC  deter¬ 
mination  in  accordance  with  sections 
19.5(f)  and  (g)  of  the  regulaticm.  ad¬ 
dressing  issues  relating  to  dnig  quality, 
safety,  effectiveness,  bioavailability  (or 
other  issues  concerning  Food  and  Drug 
Administration  regulatory  control)  of  a 
drug  proposed  for  MAC  listing.  As  has 
been  previously  noted,  the  Pharmaceu¬ 
tical  Reimbursement  Board  does  not 
possess  the  expertise  to  independently 
deal  with  such  issues.  Should  the  Food 
and  Drug  Administration  advise  the 
Board  that  in  its  Judgment  there  is  a 
reason  for  withholding  or  delaying  the 
establishment  of  a  MAC  for  a  drug  based 
on  the  issues  raised  in  comments  or  hear¬ 
ing  requests  submitted  on  a  proposed 
MAC  determination,  the  Board  will  sus¬ 
pend  further  action  on  the  proposal.  Ac¬ 
tion  to  establish  a  MAC  for  that  drug  will 
not  be  taken  by  the  Board  imtil  such 
time  as  it  is  advised  by  the  Food  and 
Drug  Administration  that  there  is  no 
longer  a  reason  for  delaying  or  withhold¬ 
ing  the  establishment  of  a  MAC  for  the 
drug. 

112.  A  few  comments  criticize  section 
19.5  as  proposed  asserting  that  the  pm*- 
ported  opportunity  for  a  hearing  may 
turn  out  to  be  illusory  because  the  hear¬ 
ing  official  (s)  has  too  much  discretion  in 
the  matter  of  granting  a  hearing.  One 
comment  recommends  that  section  19.5 
(f)  be  amended  in  the  final  regiilation 
to  require  the  hemtng  body  to  grant  a 
hearing  request  if  that  request  is  acccnn- 
panied  by  credible  evidence  questioning 
or  relating  to  the  safety,  identity,  quality, 
or  purity  of  a  drug  proposed  for  MAC 
listing.  Another  comment  suggests  that 
section  19.5  (f>  be  amended  to  make 
hearings  mandatcny  whenever  any  sub¬ 
stantial  issue  is  presented  in  a  hearing 
request. 

The  Secretary  concludes  that  the  hear¬ 
ing  official  or  officials  must  have  flexi¬ 


bility  in  determining  whether  an  infor¬ 
mal  hearing  is  the  best  means  for  resolv¬ 
ing  issues  in  particular  circumstances 
cm  the  basis  of  the  evidence  and  argu¬ 
ments  presented  in  a  hearing  request.  In 
some  instances,  an  informal  hearing  may 
be  the  better  approach;  in  others,  a  re¬ 
view  of  the  submittals  on  a  proposed 
MAC,  including  the  evidence  and  argu¬ 
ments  presented  in  hearing  requests  may 
be  the  appropriate  means  for  resolving 
issues  with  respect  to  that  particular 
MAC.  To  make  hearings  mandatory  in 
any  circiunstance  would  therefore  serve 
no  useful  public  purpose. 

113.  Comments  contend  that  section 
19.5  (f)  and  (g)  lack  sufficient  stand¬ 
ards  to  give  full  and  adequate  notice  of 
the  evidence  and  argmnents  that  will  be 
considered  at  a  hearing. 

The  Secretary  advises  that  a  provision 
is  added  in  section  19.5(h)  of  the  final 
regulation  to  provide  that  all  persons 
or  organizations,  who  request  to  appear 
at  a  hearing  and  who  submit  a  vnitten 
statement  Identifying  the  evidence  and 
arguments  they  wish  to  present,  shall 
receive  written  notice  prior  to  the  hear¬ 
ing  of:  (1)  whether  they  may  appear  at 
the  hearing,  (2)  <he  time  that  will  be 
allotted  for  their  appearance,  and  (3)  the 
issues  to  be  considered  at  the  hearing.  All 
hearing  participants  will  thus  receive 
adequate  notice  of  the  issues  to  be  con¬ 
sidered  at  the  hearing. 

114.  A  comment  recommends  that  sec¬ 
tion  19.5(e)  of  the  proposed  regulation 
be  amended  in  the  final  regulation  to 
require  the  Pharmaceutical  Reimbiu^e- 
ment  Board  to  include  its  reasoning  for 
each  proposed  MAC  determination  in 
all  proposed  MAC  determination  notices 
published  in  the  Federal  Register  in 
accordance  with  that  section. 

The  Secretary  agrees  with  the  intent 
of  this  recommendation  and  advises  that 
section  19.5(f)  Is  amended  in  the  final 
regulation  to  require  the  Board  to  In¬ 
clude  a  brief  statement  containing  its 
rationale  for  proposing  the  MAC  in  each 
proposed  MAC  determination  notice  pub¬ 
lished  in  the  Federal  Register.  Such  a 
requirement  will  encourage  a  more 
meaningful  dialogue  between  MAC 
decision  makers  and  interested  members 
of  the  public  during  the  MAC  deter¬ 
mination  process  by  affording  Interested 
persons  and  organizations  the  oppor¬ 
tunity  to  consider  the  Board’s  reasoning 
for  proposing  the  MAC. 

115.  One  comment  recommends  that 
section  19.5(g)  be  amended  in  the  final 
regulation  to  require  the  hearing  body  to 
accept  and  consider  any  written  state¬ 
ments  a  person  or  organization  wishes 
to  submit  if  that  person  or  organization 
is  not  given  the  opportunity  to  orally 
present  evidence  or  arguments  during  a 
hearing  on  a  pr(H>Osed  MAC. 

’The  Secretary  concludes  that  there  is 
ample  opportunity  for  interested  per¬ 
sons  and  organizations  to  submit  their 
views  and  arguments  on  a  proposed  MAC 
determination  during  the  comment  and 
hearing  period,  and  as  support  for  a 
hearing  request  after  the  comment  and 
hearing  request  period  has  ended  and  the 
Board  has  decided  to  hold  an  informal 
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hearing.  Accordingly,  the  Secretary  con¬ 
cludes  that  It  Is  luinecessary  to  amend 
the  final  regulation  in  the  maimer  sug¬ 
gested. 

116.  One  comment  recommends  that 
section  19.5(g)  be  amended  to  require  all 
hearings  on  a  proposed  MAC  determina¬ 
tion  to  be  held  before  an  administra¬ 
tive  law  judge. 

The  Secretary  concludes  that  the  Ad¬ 
ministrative  Procedure  Act,  5  U.S.C.  553 
et  seq.,  does  not  require  that  administra¬ 
tive  law  judges  preside  over  formal  or 
informal  agency  hearings,  but  rather 
I>ermits  agencies  to  determine  who  would 
be  best  suited  to  hear  evidence  and  argu¬ 
ments  at  agency  hearings  in  varying  cir¬ 
cumstances.  Accordingly,  informal  hear¬ 
ings  on  proposed  MAC  limits  will  be  held 
before  an  administrative  law  judge  only 
when  it  is  determined  that  circumstances 
so  require. 

Final  Determinations 

117.  As  proposed,  section  19.5(h)  re¬ 
quires  the  Pharmaceutical  Reimburse¬ 
ment  Board  to  decide  whether  a  MAC 
shoul^  be  established  for  each  drug  for 
which  a  notice  of  a  proposed  MAC  is  pub¬ 
lished.  Final  MAC  determinations  are 
made  by  the  Board  after  considering  the 
comments  submitted  on  a  MAC  proposal 
and  any  presentations  made  at  a  public 
hearing,  including  the  recommendations 
of  the  administrative  law  judge  or  hear¬ 
ing  panel,  if  the  hearing  is  not  held  be¬ 
fore  the  full  Board.  Each  final  MAC 
determination  is  published  as  a  notice  in 
the  Federal  Register,  also  in  accordance 
with  section  19.5(h)  as  proposed. 

118.  A  comment  recommends  that  sec¬ 
tion  19.5(h)  be  amended  in  the  final 
regulation  to  require  the  Pharmaceutical 
Reimbursement  Board  to  include  MAC 
limit  effective  dates  in  all  final  MAC 
determination  notices  published  in  the 
Federal  Register. 

The  Secretary  advises  that  the  effec¬ 
tive  date  of  a  final  MAC  determination 
will  be  published  by  the  Board  in  the 
Federal  Register  as  a  part  of  the  notice 
of  final  determination,  required  to  be 
published  as  provided  in  section  19.5(1) 
of  the  final  MAC  regulation.  The  Secre¬ 
tary  also  concludes  that  a  MAC  limit  will 
not  be  effective  until  30  days  after  notice 
of  a  final  MAC  determination  is  pub¬ 
lished  in  the  Federal  Register.  Accord¬ 
ingly,  all  providers  will  be  aware  of  an 
established  MAC  limit,  or  the  “upper 
limit”  on  which  reimbursement  or  pay¬ 
ment  will  be  based  for  prescribed  drugs 
furnished  under  Federally  funded  health 
care  programs,  prior  to  the  actual  effec¬ 
tive  date  of  the  limitation. 

119.  One  comment  recommends  that 
section  19.5  be  amended  in  the  final  regu¬ 
lation  to  authorize  individual  programs 
to  establish  separate  MAC  limits  if,  due 
to  unforeseen  circumstances,  a  multiple- 
source  drug  is  not  available  at  or  below 
the  MAC  limit  established  by  the  Phar¬ 
maceutical  Reimbursement  Board. 

The  Secretary  agrees  with  the  intent 
of  this  recommendation,  but  concludes 
that  it  would  be  inappropriate,  and  In¬ 
consistent  with  the  MAC  policy,  to  permit 


program  agencies  to  establish  separate 
MAC  limits  if  a  multiple-source  drug  is 
not  available  in  a  locality  at  or  below  the 
MAC  limit  established  by  the  Pharma¬ 
ceutical  Reimbursement  Board.  Under 
the  MAC  regulation,  the  Board  is  prop¬ 
erly  charged  with  the  responsibility  of 
establishing  MAC  limits.  As  noted  in 
paragraph  103,  section  19.5(c)  is 
amended  in  the  final  regulation  to  enable 
the  Board  to  propose  and  establish  sepa¬ 
rate  MAC  liniits  for  particular  localities 
if  it  anticipe^tes  that,  although  a  drug  is 
available  at  the  same  lowest  imit  price  in 
a  locality  at  which  it  is  available  else¬ 
where  at  the  time  the  limit  is  being  con¬ 
sidered,  the  drug  will  not  be  so  available 
in  a  locality  in  the  near  future.  Accord¬ 
ingly,  the  Board  may  consider  foreseeable 
circumstances  in  making  its  MAC  deter¬ 
minations. 

Review  and  Revision  of  MAC 
Determinations 

120.  Under  section  19.6  of  the  proposed 
regulation,  the  Pharmaceutical  ^im- 
bursement  Board  maintains  a  list  of  all 
MAC  determinations.  The  Board  regu¬ 
larly  reviews  this  list  to  assure  that  con¬ 
tinued  application  of  each  MAC  is  jus¬ 
tified.  At  any  time,  an  individual  or  orga¬ 
nization  may  request  revision  or  with¬ 
drawal  of  a  MAC  determination  in  ac¬ 
cordance  with  section  19.6  as  proposed. 
Review  of  a  MAC  determination  is  in¬ 
stituted  under  the  procedures  outlined 
in  section  19.5  of  the  proposed  regulation 
when  ever  it  appears  to  the  Board  that 
there  are  substantial  grounds  for  such 
review. 

121.  One  comment  asks  whether  sec¬ 
tion  19.6  as  proposed  enables  interested 
persons  or  organizations  to  petition  that 
a  MAC  determination  be  made  in  the 
first  instance,  or  whether  section  19.6 
limits  such  petitioning  to  requests  that 
MAC  determinations  previously  made  by 
the  Board  be  revised  or  withdrawn. 

The  Secretary  advises  that  section 

19.6  does  not  enable  persons  or  organiza¬ 
tions  to  petition  that  MAC  determina¬ 
tions  be  made  in  the  first  Instance.  As 
noted  in  paragraph  87  above,  the  Secre¬ 
tary  believes  that  the  establishment  of 
MAC  limits  relates  only  to  a  Departmen¬ 
tal  responsibility  and  that  it  is  therefore 
inappropriate  to  permit  persons  outside 
the  Department  to  begin  the  MAC  deter¬ 
mination  process.  Once  a  MAC  limit  is 
established,  however,  section  19.6  enables 
persons  to  petition  for  its  modification  or 
withdrawal. 

122.  A  number  of  comments  urge 
amendment  of  section  19.6  in  the  final 
regulation  to  give  the  Pharmaceutical 
Reimbursement  Board  the  authority  to 
Increase  or  decrease  established  MACs 
without  publication  of  the  Increase  or 
decrease  for  comment  when  this  would 
be  in  the  best  interest  of  patients  and 
when  it  would  guarantee  the  continuity 
of  pharmaceutical  service. 

The  Secretary  believes  that  in  the  ab¬ 
sence  of  compelling  circumstances,  the 
Pharmaceutical  Reimbursement  3oard 
should  be  required  to  publish  proposed 
increases  or  decreases  in.  or  proposed 


revocations  of,  established  MAC  determi¬ 
nations  in  the  Federal  Register  and  in¬ 
vite  comments  on  the  proposal  from  in¬ 
terested  persons  and  organizations.  In 
most  Instances,  the  Administrative  Pro¬ 
cedure  Act,  5  U.S.C.  553(b),  requires 
agencies  to  publish  a  general  notice  of 
proposed  rulemaking  containing  either 
the  terms  or  substance  of  the  proposed 
rule  or  a  description  of  the  subjects  and 
Issues  Involved.  In  these  circumstances, 
agencies  are  required  to  afford  interested 
persons  the  opportunity  to  participate  in 
the  rulemaking  through  submission  of 
written  data,  views,  or  arguments. 

The  Secretary  notes,  however,  that  in 
accordance  with  the  provisions  of  the 
Administrative  Procedure  Act,  5  U.S.C. 
553(b),  agencies  may  dispense  with  the 
requirements  of  notice  and  comment,  ex¬ 
cept  when  notice  or  hearing  is  required 
by  statute,  if  it  is  determined  that  notice 
and  public  procedure  is  impracticable, 
unnecessary,  or  contrary  to  the  public 
Interest.  Under  this  authority  the  Board 
could  therefore  publish  an  Increased  or 
decreased  MAC  limit  as  a  final  regula¬ 
tion  without  time  for  comment  for  good 
cause. 

As  a  matter  of  policy,  the  Secretary 
has  concluded,  however,  that  the  Board 
should  not  publish  increases  or  decreases 
in,  or  revoke,  established  MAC  limits,  un¬ 
less  compelling  circumstances  so  require, 
without  first  publishing  the  Increase,  de¬ 
crease  or  revocatlcwi  sis  a  proposal  and 
inviting  public  comment  Accordingly, 
section  19.6  is  not  amended  in  the  man¬ 
ner  suggested. 

123.  One  comment  criticizes  section 

19.6  as  proposed,  asserting  that  the 
Pharmaceutical  Reimbursement  Board 
has  too  much  discretion  in  deciding 
whether  a  request  for  review  of  a  MAC 
determination  shall  be  granted.  This 
comment  recommends  that  section  19.6 
be  amended  in  the  final  regulation  to 
spell  out  what  grounds  for  review  shall 
be  considered  “substantial.” 

The  Secretary  disagrees,  and  again 
concludes  that  the  Pharmaceutical  Re¬ 
imbursement  Board  must  have  flexibility 
in  determining  whether  a  request  for  re¬ 
view  of  a  MAC  determination  should  be 
granted. 

124.  A  comment  suggests  that  section 

19.6  be  amended  to  require  the  Pharma¬ 
ceutical  Reimbursement  Board  to  notify 
all  persons  or  organizations,  requesting 
that  MAC  determinations  be  revised  or 
withdrawn,  of  a  denial  of  such  request  by 
notice  in  the  Federal  Register.  Such  no¬ 
tice,  according  to  this  view,  should  also 
include  the  Board’s  reasons  for  denying 
a  request. 

The  Secretary  agrees  with  the  intent 
of  this  suggestion.  Accordingly,  section 

19.6  is  amended  in  the  final  regulation  to 
provide  that  should  there  be  no  substan¬ 
tial  grounds  for  reviewing  a  MAC  deter¬ 
mination,  the  Board  shall  notify  any  per¬ 
son  or  organization  requesting  review  in 
accordance  with  section  19.6  of  its  de¬ 
nial  in  writing.  As  provided  in  section 

19.6  as  amended,  such  notice  shall  also 
Include  a  statement  of  the  Board’s  rea¬ 
sons  for  denying  the  request. 
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125.  One  comment  suggests  that 
sectkm  19.6  be  amended  in  the  final  regu- 
laticm  to  specify  a  time  in  which  de¬ 
cision  must  be  reached  by  the  Pharma¬ 
ceutical  Reimbursement  Board  with 
respect  to  a  request  for  review  of  a  MAC 
limit.  It  is  suggested  that  such  time 
should  be  60  days  fnxn  the  date  of  the 
request. 

The  Secretary  concludes  that  it  is  in¬ 
appropriate  and  unnecessary  to  amend 
sectkm  19.6  in  the  manner  suggested  in 
the  final  regiilation.  The  Board  will  re¬ 
spond  to  a  request  for  review  of  a  MAC 
limit  as  quickly  as  is  possible  in  a  given 
circumstance  to  assure  that  an  estab¬ 
lished  MAC  limit  for  a  drug  is  consistent 
with  drug  price  increases  or  decreases 
in  the  marketplace. 

126.  A  ccmiment  suggests  that  section 
19.6  be  amended  to  require  the  Pharma¬ 
ceutical  Reimbursement  Board  to  update 
the  list  of  drugs  subject  to  MAC  limits  on 
a  monthly  basis.  This  suggestion  is  made 
to  prevent  providers  fnxn  ex[>eriencing 
economic  losses  if  drug  prices  increase 
quickly  in  the  marketplace. 

The  Secretary  advises  that  the  Phar¬ 
maceutical  Reimbursement  Board  will 
review  the  list  of  drugs  subject  to  MAC 
limits  with  sufficient  frequency  to  assure 
that  such  limits  are  consistent  with  drug 
prices  existing  in  the  marketplace. 

Conclusion 

127.  The  Secretary  advises  that,  in  ad¬ 
dition  to  those  changes  in  the  final  regu¬ 
lation  mentioned  above,  numerous  tech¬ 
nical  changes  are  made  in  various  sec¬ 
tions  of  the  final  regulation.  These 
changes  do  not  affect  the  substance  of 
the  regulation,  but  rather  are  added  for 
clarification  purposes. 

The  Secretary  also  advises  that  the 
effective  date  of  section  19.3(a)  is  de¬ 
layed.  Reimbursement  or  payment  for 
prescribed  drugs  furnished  xmder  Fed¬ 
erally  funded  health  care  programs  will 
not  be  based  on  the  limitations  estab¬ 
lished  by  this  Part  until  270  days  from 
the  date  of  this  notice  have  elapsed.  All 
other  sections  will  take  effect  immedi¬ 
ately  on  July  31, 1975. 

In  consideration  of  the  foregoing  and 
with  the  changes  and  additions  noted 
above,  the  proposed  amendment  adding 
a  new  Part  19  to  Subtitle  A  of  Title  45 
is  sidopted  as  set  forth  below. 

Sec. 

19.1  Piirpose. 

19.2  Definitions. 

19.3  Cost  limitation. 

19.4  ESstaUlshment  of  Pharmaceutical  Re¬ 

imbursement  Board  and  Advisory 
Committee. 

19.6  Determination  of  maximum  allowable 
cost.  , 

19;S'  Review  and  revision  of  maximum  al¬ 
lowable  cost  determinations. 

Authokitt:  Sec.  20S(c),  Pub.  L.  81-152, 
63  Stat.  390  (40  U.S.C.  486(c));  Sec.  224(c), 
Pub.  L.  92-603,  86  Stat.  1395  (42  UB.C.  1396 
(b)(i)(l)):  Sec.  223  (a),  (b),  (c),  (d).  Pub. 
L.  92-603,  86  SUt.  1393,  1394  (42  UB.C.  1395x 
(v)(l)(A));  Sec.  237(b).  Pub.  L.  90-248,  81 
Stat.  911.  as  amended  (42  UB.C.  1396a(a) 
(30).  as  amended):  Sec.  223(a).  Pub.  L.  92- 
603,  86  Stat.  1411  (42  n.S.C.  1395f (b) ) ;  Sec. 


216.  Pub.  L.  78-410,  58  Stat.  690,  as  amended 
(42  UB.C.  216,  as  amended). 

§  19.1  PurptMe. 

(a)  This  Part  establishes  Department 
of  Health,  Education,  and  Welfare  proce¬ 
dures  for  determining  drug  costs  and, 
where  applicable,  dispensing  fees  which 
the  Department  will  use  for  the  purpose 
of  determining: 

(1)  Reimbursement  to  providers  and 
health  maintenance  organizations  under 
the  Medicare  program. 

(2)  Reimbursement  to  States  unda* 
State  administered  health,  welfare,  and 
social  service  programs. 

(3)  Allowable  costs  imder  projects  for 
health  services. 

(b)  Policies  and  procedures,  which  will 
be  consistent  with  the  policies  and  pro¬ 
cedures  set  forth  in  this  Part,  will  be 
published  in  the  HEW  Procurement  Reg- 
ulatitms.  Title  41,  Chapter  3,  Code  of  Fed¬ 
eral  Regulations,  governing  the  direct 
purchase  of  drugs  by  the  Department  and 
the  purchase  or  supply  of  drugs  by  con¬ 
tractors  of  the  Depi^ment. 

(c)  This  Part  does  not  establish  pro¬ 
cedures  for  fixing  the  actual  amount  of 
reimbursement  to  which  providers  will 
be  entitled  for  dispensing  drugs.  Rather, 
it  establishes,  procedures  ffR-  setting  a 
limit  on  what  the  individual  program 
regulations  and  policies  might  otherwise 
provide.  If  the  authorizing  legislation  for 
a  particular  program,  or  the  program 
regulation  or  policies  adopted  or  issued 
under  that  legislation,  provides  for  a 
lower  rate  of  reimbursement  than  this 
regulation  permits,  then  the  program 
reimbursement  rate,  being  lower,  will 
necessarily  control  the  actual  payment. 

§  19.2  Definitions. 

For  the  purposes  of  this  Part: 

(a)  “Board”  means  the  Pharmaceuti¬ 
cal  Reimbursement  Board  established  by 
S  19.4  of  this  Part. 

(b)  “Drug”  means  a  drug  product,  in¬ 
cluding  one  that  may  be  dispensed  with¬ 
out  a  prescription,  containifig  one  or 
more  active  ingredients  in  a  specified 
dosage  form  and  strength.  Each  dosage 
form  and  strength  of  a  drug  is  a  separate 
drug. 

(c)  “Program  Agency”  means  the  Fed¬ 
eral  agency,  state  agency,  local  govern¬ 
mental  unit,  contractor  or  other  institu¬ 
tion  or  organization  which  reimburses 
or  pays  provido^  imder  any  of  the  pro¬ 
grams  or  activities  described  in  §  19.1. 

(d)  “Multiide-source  drug”  means  a 
drug  marketed  or  sold  by  two  or  more 
formulators  or  labelers  or  a  drug  mar¬ 
keted  or  sold  by  the  same  formulator  or 
labeler  under  two  or  more  different  pro¬ 
prietary  names  or  both  imder  a  propri¬ 
etary  name  and  without  such  a  luune. 

(e)  “Provider”  means  one  who  fur¬ 
nishes  medical  or  pharmaceutical  serv¬ 
ices  or  supines  for  which  he  is  entitled 
to  reimbursement  or  pasmient  under  any 
of  the  programs  or  activities  described 
in  S  19.1. 

(f )  “Acquisition  cost”  means  the  price 
generally  and  currently  paid  by  providers 
for  a  drug  marketed  or  sold  by  a  particu¬ 
lar  formulator  or  labeler  in  the  package 


size  of  drug  most  frequently  purchased 
by  providers. 

§  19.3  Cost  limitation. 

(a)  The  amount  which  the  Depart¬ 
ment  will  recognize  for  reimbursement 
or  payment  purposes  for  any  drug  used 
in  the  programs  or  activities  described 
in  §  19.1  shall  not  exceed  the  lowest  of: 

(1)  The  maximum  allowable  cost 
(MAC)  of  the  drug,  if  any,  established  in 
accordance  with  §  19.5  plus  a  reasonable 
dispensing  fee; 

(2)  The  acquisition  cost  of  the  drug 
plus  a  reasonable  dispensing  fee;  or 

(3)  The  provider’s  usual  and  cus¬ 
tomary  charge  to  the  public  for  the  drug; 
provided.  That: 

(I)  The  MAC  established  for  any  drug 
shall  not  apply  to  a  brand  of  that  drug 
prescribed  for  a  patient  which  the  pre- 
scriber  has  certified  in  his  own  handwrit¬ 
ing  is  medically  necessary  for  that  pa¬ 
tient;  and  provided  further.  That: 

(II)  Where  compensation  for  drug  dis¬ 
pensing  is  included  in  some  other  amount 
payable  to  the  provider  by  the  reimburs¬ 
ing  or  paying  program  agency,  a  separate 
dispensing  fee  will  not  be  recognized. 

(b)  Each  program  agency  shall  esti¬ 
mate  the  acquisition  cost  of  each  drug 
for  which  it  reimburses  or  pays  a  pro¬ 
vider.  Such  estimate  should  be  consistent 
with  any  drug  price  information  fur¬ 
nished  the  program  agency  by  the 
Department. 

§  19.4  Establishment  of  Pharniareuticai 
Reimbursement  and  Board  Advisory 
(x>mnuttee. 

(a)  Pharmaceutical  Reimbursement 
Board.  There  is  established  in  the  Office 
of  the  Assistant  Secretary  for  Health  a 
Pharmaceutical  Reimbursement  Board 
consisting  of  five  full  time  employees  of 
the  Department,  representing  the  prin¬ 
cipal  program  areas  involved  in  develop¬ 
ing  and  implementing  the  cost  determi¬ 
nation.  The  Assistant  Secretary  for 
Health  shall  be  a  member  and  shall  serve 
as  Cffisdrman  of  the  Board. 

(b)  Pharmaceutical  Reimbursement 
Advisory  Committee.  There  is  established 
in  the  Office  of  tlie  Assistant  Secretary 
for  Health  a  Pharmaceutical  Reimburse¬ 
ment  Advisory  Committee  consisting  of 
fifteen  members  not  in  the  full  time  em¬ 
ployment  of  the  United  States.  The  mem¬ 
bers  shall  be  selected  for  terms  of  two 
years,  except  that  seven  of  the  initial 
members  shall  serve  for  one  year.  The 
Secretary  will  select  the  members  to  pro¬ 
vide  as  full  a  range  as  possible  of  knowl¬ 
edge,  experience  and  judgment  in  the 
areas  of  pharmacy,  i^armacology,  medi¬ 
cine.  pharmaceutical  marketing,  public 
health  and  consumer  affairs.  The  Secre¬ 
tary  shall  designate  one  of  the  members 
as  Chairman.  The  Committee  will: 

(1)  Advise  the  Board  on  the  appropri¬ 
ateness  of  proposed  MAC  determinations 
submitted  by  the  Board  to  the  Commit¬ 
tee;  and 

(2)  Upon  request,  advise  the  Secre¬ 
tary  and  the  Board  concerning  general 
policies  and  procedures  of  the  Depart¬ 
ment  in  reimbursing  or  paying  the  cost 
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of  drugs  used  In  Departmentally  funded 
programs. 

§  19.5  Determination  of  maximum  al¬ 
lowable  cost. 

(a)  Identification  of  drugs  to  which 
a  MAC  may  be  applied.  The  Board  shall 
Identify  those  multiple-source  drugs  for 
which  significant  amounts  of  Federal 
funds  are  or  may  be  expended  under  the 
programs  and  for  the  activities  described 
in  S  19.1  and  for  which  there  are  or  may 
be  significantly  different  prices. 

(b)  Review  by  the  Food  and  Drug  Ad¬ 
ministration.  The  Board  shall  notify  the 
Food  and  E>rug  Administration  in  writing 
of  each  drug  identified  in  accordance 
with  paragraph  (a)  of  this  section.  The 
Food  and  Drug  Administration,  in  re¬ 
sponse  to  each  such  notification,  shall 
advise  the  Board  in  writing  whether 
there  is  any  regulatory  action,  either 
pending  or  under  consideration,  bearing 
upon  the  marketability  of,  or  to  establish 
a  bioequivalence  requirement  for,  the 
drug  and  shall  further  advise  the  Board 
whether,  in  the  judgrment  of  the  Food 
and  Drug  Administration,  any  such  ac¬ 
tion  is  a  reason  for  delaying  or  with¬ 
holding  the  establishment  of  a  MAC  for 
the  drug. 

(c)  Determination  of  lowest  unit  price. 
For  each  drug  identified  in  accordance 
wiyi  paragraph  (a)  of  this  section  and 
for  which  the  Food  and  Drug  Adminis¬ 
tration  has  not  advised  delaying  or  with¬ 
holding  the  establishment  of  a  MAC,  the 
Board  shall  determine  the  lowest  imit 
price  at  which  the  drug  is  widely  and 
consistently  available  from  any  formu- 
lator  or  labeler.  This  determination  will 
be  based  on  the  package  size  of  drug 
most  frequently  purchased  by  providers. 
If  it  appears  to  the  Board  that  a  drug  is 
or  will  be  unavailable  to  providers  in  one 
or  more  localities  at  the  same  lowest 
unit  price  at  which  it  is  available  else¬ 
where,  the  Board  shall  make  a  separate 
determination  for  each  such  locality. 

(d)  Review  by  Pharmaceutical  Reim¬ 
bursement  Advisory  Committee.  The 
Board  shall  submit  each  of  its  determi¬ 
nations  of  lowest  unit  price,  together 
with  such  information  as  the  Board  re¬ 
lied  upon  or  considered  in  making  its  de¬ 
termination  to  the  Pharmaceutical  Re¬ 
imbursement  Advisory  Committee.  The 
Committee  shall  review  each  determina¬ 
tion  and  shall  in  writing  provide  the 
Board  its  advice  concerning  the  Board’s 
determinations  of  lowest  unit  price  and 
the  appropriateness  of  proposing  a 
maximum  allowable  cost  pursuant  to 
paragraph  (e)  of  this  section.  Meetings 
of  the  Committee  shall  be  open  to  the 
public. 

(e)  Proposed  MAC.  The  Board  shall, 
after  considering  the  advice  and  recom¬ 


mendations  of  the  Committee,  determine 
whether  the  lowest  imlt  price  should  be 
proposed  as  the  maximum  allowable  cost 
(MAC)  tor  the  drug. 

(f)  Notice  and  comment.  'The  Board 
shall  publish  as  a  notice  in  the  Federal 
Register  each  proposed  MAC,  together 
with  the  Committee’s  report  of  its  advice 
and  a  summary  of  the  Board’s  reasons 
for  its  prc^iosal.  ’The  notice  shall  invite 
interest  persons  and  organizations  to 
submit  in  writing  comments  on  the  pro¬ 
posed  MAC  within  30  days  of  publication 
of  the  notice.  All  comments  received  will 
be  maintained  for  public  inspection  at 
the  Office  of  the  Board. 

(g)  Public  hearing.  Any  person  or  or¬ 
ganization  may,  within  30  days  of  pub¬ 
lication  of  notice  of  a  proposed  MAC, 
request  in  writing  an  informal  hearing 
before  the  Board  on  whether  a  differ¬ 
ent,  or  any,  MAC  should  be  established 
for  the  drug  described. in  the  notice.  Each 
request  for  hearing  shall  state  the  rea¬ 
sons  for  the  request  and  shall  summar¬ 
ize  any  evidence  or  argiunent  intended 
to  be  presented  at  the  hearing  and  shall 
give  the  source  of  any  published  data  to 
be  relied  upon.  If  it  appears  to  the  Board 
from  the  request  that  it  will  be  aided 
in  its  deliberations  or  determinations  by 
an  informal' hearing,  it  may  grant  such 
hearing.  Notice  of  the  hearing  shall  be 
published  in  the  Federal  Register  at 
least  30  days  prior  to  the  hearing.  Should 
the  Board  determine  that  an  informal 
hearing  will  not  aid  in  its  deliberations 
and  determinations,  the  Board  shall  noti¬ 
fy  the  requesting  party  or  parties  of  its 
denial  in  writing,  stating  its  reasons  for 
the  denial. 

(h)  Conduct  of  hearing.  'The  informal 
hearing  may  be  before  an  administrative 
law  judge,  the  full  Board,  or  a  panel  of 
three  or  more  members  of  the  Board.  ’The 
hearing  shall  be  open  to  the  public  and 
a  transcript  shall  be  made  of  the  pro¬ 
ceedings.  Persons  or  organizations  wish¬ 
ing  to  appear  at  the  hearing,  including 
those  who  requested  the  hearing,  shall 
each,  no  later  than  15  days  prior  to  the 
hearing,  submit  in  writing  to  the  Board 
a  statement  of  the  general  nature  of  the 
evidence  on  arguments  they  wish  to  pre¬ 
sent,  the  names  and  addresses  of  pro¬ 
posed  participants,  and  references  to  any 
published  data  to  be  relied  upon.  On  the 
basis  of  the  submittals,  the  hearing  of¬ 
ficial  or  officials  shall  determine  which 
persons  and  organizations  shall  be  heard, 
the  time  that  should  be  allotted  to  each, 
and  the  issues  on  which  they  will  be 
heard.  Those  requesting  to  appear  at  the 
meeting  in  accordance  with  this  para¬ 
graph  will  be  notified  in  writing  whether 
they  may  appear,  the  time  they  will  be 
allotted,  and  the  issues  on  which  they  will 
be  heard.  If  the  hearing  is  not  before  the 


full  Board,  the  panel  or  administrative 
law  judge  conducting  the  hearing  shall 
submit  its  recommendations,  and  the  rea¬ 
sons  for  making  such  recommendations, 
in  writing  to  the  Board.  Such  recommen¬ 
dations  Shan  be  available  for  public  in¬ 
spection  at  the  Office  of  the  Board. 

(i)  Final  determinations.  After  con¬ 
sidering  the  written  comments,  the  pres¬ 
entations  made  at  any  public  hearing 
and  any  other  evidence  included  as  a  part 
of  the  hearing  record,  and,  if  the  hear¬ 
ing  was  not  before  the  full  Board,  the 
recommendations  of  the  panel  or  admin¬ 
istrative  law  judge,  the  Board  shaU  de¬ 
cide  whether  a  MAC  should  be  established 
for  each  drug  for  which  a  notice  of  pro¬ 
posed  MAC  was  published  and,  if  so, 
shaU  determine  the  MAC  for  each  drug. 
Notice  of  such  determination  shall  be 
published  in  the  Federal  Register  to¬ 
gether  with  a  statement  of  the  Board’s 
reasons  for  its  determination. 

§  19.6  Review  and  revision  of  maximum 
allowable  cost  determinations. 

The  Board  will  maintain  and  make 
publicly  available  a  list  of  MAC  deter¬ 
minations  and  will  regularly  review  the 
list  to  assure  that  continued  application 
of  each  MAC  is  justified.  Any  individual 
or  organization  may  at  any  time  request 
in  writing  that  a  MAC  determination  be 
revised  or  withdrawn.  The  request  shall 
set  forth  the  specific  change  requested, 
the  justification  for  the  change,  and 
available  data  in  support  of  the  request. 
Whenever  It  appears  to  the  Board  that 
there  are  substantial  grrounds  for  review¬ 
ing  a  MAC  determination,  it  shall  insti¬ 
tute  such  review  in  accordance  with  the 
procedures  set  forth  in  §  19.5.  Should 
there  be  no  substantial  grounds  for  re¬ 
viewing  a  MAC  determination,  the  Board 
shall  notify  any  person  or  organization 
requesting  review  in  accordance  with  this 
section  of  its  denial  in  writing.  Such  no¬ 
tice  shall  also  include  a  statement  of 
the  Board’s  reasons  for  denying  the 
request. 

Effective  date.  ’This  regulation  becomes 
effective  upon  July  31,  1975,  except  for 
§  19.3  which  becomes  effective  April  26, 
1976. 

It  is  hereby  certified  that  we  have 
evaluated  the  inflationary  impact  of  the 
MAC  Regulations  in  accordance  with  the 
requirements  of  Executive  Order  11821 
and  OMB  Circular  A-107,  We  find  that 
the  regulations  do  not  have  inflationary 
impact.  Therefore,  an  inflation  impact 
statement  is  not  required. 

Date:  July  25,  1975. 

Caspar  W.  Weinberger, 

Secretary. 
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